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[bookmark: _Toc167787688]Executive Summary
[Summarise the main points, findings and recommendations of the CSCR here]


[bookmark: _Toc167787689]Introduction
The XXX Clinical Safety Case Project Team has been commissioned to produce a Clinical Safety Case (CSC) for XXX (digital solution).
A CSC assessment delivers a clinical risk profile that clearly quantifies the level of risk a digital solution is carrying, crystallised at a point in time, and recommends the best course of action to reduce any clinically unsafe areas.
This Clinical Safety Case Report (CSCR) summarises the key elements of the CSC and provides assurance to the XXX project/programme that the XXX digital solution risk profile has been clinically assessed using the evidence supplied as part of the clinical safety review process. 
[Summarise the digital solution – include why the digital solution is being deployed, the benefits it will bring and an outline of the deployment timescales]
[Summarise the purpose of undertaking the CSC]
The CSCR is based upon the information known to the CSC project team as of DD Month YYYY.
[bookmark: _Toc167787690]Benefits of Undertaking a CSC for XXX Digital Solution
[Summarise the main benefits of undertaking a CSC]
[bookmark: _Toc167787691]Approach
[Summarise the approach to the CSC, noting the qualifications of the team, any relevant standards that underpin the process and the project management principles applied]
[bookmark: _Toc167787692]Component Overview
[Detail the application/product(s) involved, the manufacturer(s) and a short description of each]
[bookmark: _Toc167787693]Assumptions
[Detail any assumptions that are taken as true for the purposes of planning, scoping and undertaking the CSC]
[bookmark: _Toc167787694]In Scope
[Detail the elements of the digital solution that have been agreed as in scope for inclusion in the CSC]
[bookmark: _Toc167787695]Out of Scope
[Detail the elements of the digital solution that have been agreed as out of scope for inclusion in the CSC]
[bookmark: _Toc167787696]Dependencies
[Detail any dependencies that are high impact with regards to delivering the CSC]
[bookmark: _Toc167787697]Constraints
[Detail any factors that may negatively impact on the delivery of the CSC]
[bookmark: _Toc167787698]Intended Use
[Detail the intended use of the digital solution and component products. This should be available in the manufacturer’s documentation]
[bookmark: _Toc167787699]Reasonably Foreseeable Misuse
[List high-level scenarios of readily foreseeable misuse of the digital solution e.g. “data is inappropriately deleted”]
[bookmark: _Toc167787700]Medical Devices Regulations
[Document the current classification of the digital solution according to the MHRA. Where the solution is not currently a medical device, state this but note that the status may require review if the solution is further developed]
[bookmark: _Toc167787701]Clinical Risk Management Plan
[Document the purpose of the Clinical Risk Management Plan and the process involved]
[bookmark: _Toc167787702]Clinical Risk Management File
[Outline the content of the Clinical Risk Management File, where it is stored and who has access to it]
[bookmark: _Toc167787703]Hazard Identification
[Summarise the technique(s) used for hazard identification]
[bookmark: _Toc167787704]Hazard Log
[Summarise the purpose and structure of the Hazard Log]
[bookmark: _Toc167787705]Hazard Assessment Workshops
[List the completed hazard workshops, dates, workshop purpose and number of attendees. Note if any SME sessions were used to supplement the workshops and reference Appendix C for further details of these]
[bookmark: _Toc167787706]Identification of Causes
[Summarise how causes were identified and captured and the various categories identified]
[bookmark: _Toc167787707]Identification of Controls
[Summarise how controls were identified, captured, categorised and scored]
[bookmark: _Toc167787708]Clinical Risk Evaluation Process
[bookmark: _Toc167787709]Initial Clinical Risk Estimation
[Summarise the initial clinical risk rating approach used]
[bookmark: _Toc167787710]Initial Clinical Risk Rating
[Detail the number of hazards and the initial clinical risk profile. It may be easiest to summarise this in a table]
[bookmark: _Toc167787711]Clinical Risk Control
[Summarise the purpose and process of clinical risk control]
[bookmark: _Toc167787712]Residual Clinical Risk Evaluation
[Summarise the residual clinical risk evaluation approach used]
[bookmark: _Toc167787713]Residual Clinical Risk Rating
[Detail the residual clinical risk profile. It may be easiest to summarise this in a table]
[bookmark: _Toc167787714]Clinical Benefit-Risk Analysis
[Explain the requirement for a benefit-risk analysis if/when residual clinical hazards are judged as not acceptable and further clinical risk control is not practicable]
[bookmark: _Toc167787715]Issues Clinics
[If the CSC process required the scheduling of issues clinics, list the dates and number of attendees here. Issues clinics can be used by users/SMEs to highlight issues with the digital solution when it is operational]
[bookmark: _Toc167787716]Quality Assurance
[Summarise the purpose and process of quality assurance throughout the CSC]
[bookmark: _Toc167787717]Conclusion
[Briefly summarise the process involved in reaching the conclusion of the CSC]
This Clinical Safety Case Report has been published on DD/MM/YYYY based on the content of the Clinical Risk Management File collated to that date. 
The current Hazard Log for this CSCR indicates the current risk profile for the digital solution. The overall benefits of the digital solution should be considered in any review of this risk profile. 
[bookmark: _Toc167787718]General Considerations for Hazards and Controls
[Summarise any key points that should be taken into consideration when reading the documentation]
[bookmark: _Toc167787719]Statement of Acceptance of Risk
[Document a statement of acceptance of risk, noting if the digital solution deployment can continue (or not) and any requirement to further mitigate the risks identified]
[Note the requirement to read the CSCR alongside any other relevant documentation e.g. other CSCRs, Hazard Log]
[bookmark: _Toc167787720]Recommendations
[List each recommendation in turn, detailing a justification for each recommendation and a list of relevant controls]
[bookmark: _Toc165306876][bookmark: _Toc166163799][bookmark: _Toc167787721] Post-Market Surveillance Recommendations
[Document any post market surveillance actions that are recommended to support further mitigations and reductions in risk profile for the entire lifecycle of the solution e.g. incident management, adverse event management]


[bookmark: _Toc167787722]Appendix A: Dataflows Diagram
[Add diagram(s) of any data flows relevant to the digital solution]
[bookmark: _Toc167787723]Appendix B: Risks Scoring Matrix and Acceptance Criteria
[Add in the risk scoring matrix and acceptance criteria used for CSC hazard scoring process]
[bookmark: _Toc167787724]Appendix C: List of SME Sessions
[List the completed SME sessions, dates, topic area and number of attendees]
[bookmark: _Toc167787725]Appendix D: Guidance for Evidencing Controls
[Detail the criteria for what constitutes evidence of a control]
[bookmark: _Toc167787726]Appendix E: CSC Process Diagram
[Add a diagram outlining the CSC process]
[bookmark: _Toc167787727]Appendix F: Glossary
[Add a glossary of terms used throughout the report]
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