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[bookmark: _Toc161754136]Introduction
Add introduction to the digital solution, its function, and where it sits in the healthcare landscape.
The CSC will cover add description of the scope of the CSC and any dependencies it may have.
The Clinical Risk Management Plan (CRMP) is a core part of the overall CSC work for project/programme. The CRMP details the scope of the risk management activities and approach, and it will be held in the Clinical Risk Management File (CRMF).


[bookmark: _Toc161754137]Clinical Risk Management Plan
The objective of clinical risk management is to improve the clinical safety profile of deployed solutions in the clinical operational environment. This involves the creation of a CRMF, including the CRMP and a finalised Clinical Safety Case Report (CSCR), for the digital solution deployed by the implementing organisation. This covers the intended use and reasonably foreseeable misuse of the digital solution related to the project/programme.
In order to complete the CSC, the approach will be based on the BS EN ISO 14971:2019+A11:2021 Medical Devices: Application of Risk Management to Medical Devices. To ensure optimised safety for the intended use, this approach must be applied across two elements: 
The manufacturers of the products who are responsible for the “Design & Build” aspects of clinical safety, and 
The implementing organisations who are responsible for the “Deployment & Management” aspects of clinical safety.
The CRMF for the digital solution will consist of several documents which should include the CSC from the manufacturer. 
The CSC work will be managed using PRINCE2 principles. This includes the formation of a project team, the creation of a Project Initiation Document and a Project Plan with ??? months of working time. 
The deliverables will be defined by carrying out a documentation review and organising a series of hazard identification workshops with a range of Subject Matter Experts (SMEs). The relevant justifications will then be added to each hazard evaluation, alongside their potential causes and controls as outlined in BS EN ISO 14971:2019+A11:2021.
This information will be compiled and documented in the Hazard Log, which, along with supporting documents, will be contained within the auditable CRMF for this CSC. Quality Assurance will be provided by peer review.
The risk analysis process considers the likelihood and level of potential impact for each individual hazard. The criteria for this analysis are detailed in Appendix A. Based on this analysis an overall risk estimate is obtained. In addition, it is necessary to declare a level of risk for the project/programme digital solution that is deemed acceptable.
The CSC project has been commissioned by the project/programme board who will be engaged throughout this project. Responsibility will remain with the project/programme board and will continue until it transfers to the appropriate on-going governance group.
[bookmark: _Toc161754138]Recommended Approach
The project/programme board are asked to endorse the following CRMP recommendations:
1. The project/programme board are asked to accept the following risk threshold declaration used as standard throughout the UK for all Clinical Safety Cases:
· The risk threshold definitions are laid out in Table 4 in Appendix A. The aim is to mitigate all risks to as low as reasonably practicable. Risk that are evaluated at Level 4 or 5 will require immediate mitigation to reduce those to an acceptable level.  Risks that are evaluated at Level 3 will require mitigation, where practicable. 
· Where further risk mitigation is not practicable, additional evidence may be required for review to determine if the benefits of the digital solution outweigh this residual risk. 
· If this evidence does not support the conclusion that the benefits outweigh this residual risk, then this risk remains unacceptable from a clinical safety perspective.
· Any benefit / risk analysis will be included in the “justification” commentary of each hazard in the hazard log, for review by the project/programme board.
Sufficient resources will be made available to aid the project team in their Hazard Workshops and SME Deep Dive sessions. This will help in the sharing of knowledge between the project/programme team and CSC project team, so that a thorough investigation can occur. There may also be the need for the provision of documents, evidence, and the answering of ad-hoc questions. Any delays in accessing appropriate resources will negatively impact on the timelines for delivery of the CSC work.
A CSC should be available from the manufacturer(s) for their digital product(s).
A consolidated post-market surveillance process must be developed and implemented by the project/programme board (or equivalent responsible body) to support the ongoing management of the digital solution.
To ensure provision and ongoing management of a clinically safe system, the project/programme board will maintain governance and accountability of the digital solution, until they transfer responsibility to another appropriate board or managed service.
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Table 1: Likelihood Categories
	Likelihood Category
	Interpretation

	Very High
	Certain or almost certain; highly likely to occur

	High
	Not certain but very possible; reasonably expected to occur in the majority of cases

	Medium
	Possible

	Low
	Could occur but in the great majority of occasions will not

	Very Low
	Negligible or nearly negligible possibility of occurring


Table 2: Severity Classification
	Severity Classification
	Interpretation
	Number of Patients Affected

	Catastrophic
	Death
	Multiple

	
	Permanent life-changing incapacity and any condition for which the prognosis is death or permanent life-changing incapacity; severe injury or severe incapacity from which recovery is not expected in the short term
	Multiple

	Major

	Death
	Single

	
	Permanent life-changing incapacity and any condition for which the prognosis is death or permanent life-changing incapacity; severe injury or severe incapacity from which recovery is not expected in the short term
	Single

	Considerable
	Severe injury or severe incapacity from which recovery is expected in the short term
	Multiple

	
	Severe psychological trauma
	Multiple

	
	Severe injury or severe incapacity from which recovery is expected in the short term
	Single

	
	Severe psychological trauma
	Single

	
	Minor injury or injuries from which recovery is not expected in the short term
	Multiple

	
	Significant psychological trauma
	Multiple

	Significant
	Minor injury or injuries from which recovery is not expected in the short term
	Single

	
	Significant psychological trauma
	Single

	
	Minor injury from which recovery is expected in the short term
	Multiple

	
	Minor psychological upset; inconvenience
	Multiple

	Minor
	Minor injury from which recovery is expected in the short term; minor psychological upset; inconvenience; any negligible consequence
	Single





Table 3: Risk Matrix
	Likelihood
	Very High
	3
	4
	4
	5
	5

	
	High
	2
	3
	3
	4
	5

	
	Medium
	2
	2
	3
	3
	4

	
	Low
	1
	2
	2
	3
	4

	
	Very Low
	1
	1
	2
	2
	3

	
	
	Minor
	Significant
	Considerable
	Major
	Catastrophic

	
	
	Severity


Table 4: Acceptability Matrix
	5
	Unacceptable level of risk.

	4
	Mandatory elimination of hazard or addition of control measure to reduce risk to an acceptable level.

	3
	Undesirable level of risk. Attempts should be made to eliminate the hazard or implement control measures to reduce risk to an acceptable level. Shall only be acceptable when further risk reduction is impractical.

	2
	Acceptable where cost of further reduction outweighs benefits gained or where further risk reduction is impractical.

	1
	Acceptable, no further action required.


Table 5: Examples of five semi-quantitative probability levels
	Common Terms
	Examples of probability range

	Frequent
	≥10-3

	Probable
	<10-3 and ≥10-4

	Occasional
	<10-4 and ≥10-5

	Remote
	<10-5 and ≥10-6

	Improbable
	<10-6


PD CEN ISO/TR 24971:2020
ISO/TR 24971:2020
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	Benefit
	Positive impact or desirable outcome of the use of a medical device on the health of an individual, or a positive impact on patient management or public health
(Note 1: Benefits can include positive impact on clinical outcome, the patient’s quality of life, outcomes related to diagnosis, positive impact from diagnostic devices on clinical outcomes, or positive impact on public health)

	Harm
	Injury or damage to the health of people, or damage to property or the environment

	Hazard
	Potential source of harm

	Hazardous situation
	Circumstance in which people, property or the environment is/are exposed to one or more hazards

	Intended use
	Use for which a product, process or service is intended according to the specifications, instructions and information provided by the manufacturer

	Reasonably foreseeable misuse
	Use of a product or system in a way not intended by the manufacturer, but which can result from readily predictable human behaviour
(Note 1: Readily predictable human behaviour includes the behaviour of all types of users, e.g., lay and professional users)
(Note 2: Reasonably foreseeable misuse can be intentional or unintentional)

	Risk
	Combination of the probability of occurrence of harm and the severity of that harm

	Risk Analysis
	Systematic use of available information to identify hazards and to estimate the risk

	Risk Assessment
	Overall process comprising a risk analysis and a risk evaluation

	Risk Evaluation
	Process of comparing the estimated risk against given risk criteria to determine the acceptability of the risk

	Risk Management
	Systematic application of management policies, procedures and practices to the tasks of analysing, evaluating, controlling and monitoring risk

	Risk Management File
	Set of records and other documents that are produced by risk management

	Safety
	Freedom from unacceptable risk

	Severity
	Measure of the possible consequences of a hazard
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