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[bookmark: _Toc2070927853][bookmark: _Toc173399323]Background and Context
The NHS Health Check is the national non-communicable disease prevention programme. It seeks to improve the health and wellbeing of adults aged 40-74 years through the promotion of earlier awareness, assessment, and management of the major associated risk factors and conditions driving premature death, disability and health inequalities in England. Overseen by the Department of Health and Social Care, local authorities are responsible for commissioning these checks, which are delivered by GP practices and third parties. The checks are guided by DHSC’s Programme Standards, Best Practice Guidance, and Regulations to ensure high-quality data recording and clinical action.
Every year, over 1.2 million NHS Health Check appointments are delivered, and it is vital that the information collected is accurately recorded so it can be used to: 
(a) appropriately inform clinical action and treatment and 
(b) provide assurance that national and local monitoring and evaluation of the service is based on high quality data 
Currently, several clinical templates are used to record the information gathered on a patient during an NHS Health Check with some local areas having further customised the templates provided by their IT supplier. Therefore, in some instances, inaccurate codes have been used, which have impacted negatively on the recording of patient’s cardiovascular disease (CVD) risk. This is of particular concern as work commences on developing a national digital version of the NHS Health Check that will require standardisation of clinical information as a pre-requisite.
The regulations require that the measures listed below are recorded as part of a check. Where the risk assessment is conducted outside of the individual’s GP practice, there is also a legal duty for the following information to be forwarded to the individual’s GP:
· age
· gender
· smoking status
· family history of coronary heart disease
· ethnicity
· body mass index (BMI)
· cholesterol level
· blood pressure
· physical activity level
· alcohol use disorders identification test (AUDIT) score
· cardiovascular risk score

The regulation also requires that an individual having an NHS Health Check must be told their BMI, cholesterol level, blood pressure and AUDIT score as well as their cardiovascular risk score. In addition, those aged 65-74 should be made aware of the signs and symptoms of dementia and signposted to memory services if this is appropriate.
The health check should include:
· Cardiovascular Risk Assessment
· Physical activity assessment
· Alcohol Risk Assessment
· Diabetes Risk Assessment


[bookmark: _Toc173399324]Purpose of the Clinical Safety Case Report

This Clinical Safety Case Report (CSCR) for the NHS Health Check Information Standard addresses the requirements of DCB0129 V2.0 Clinical Risk Management: it’s Application in the Manufacture of Health IT Systems [Ref.1]. 
The full application of DCB0129 cannot be applied, as the professional standard itself is not a manufactured health IT system. However, the guidance within DCB0129 concerning clinical risk management and appropriately governed hazard assessment has been considered. The hazards identified here, along with proposed mitigations, are for system suppliers and providers implementing the standards to pick up and consider when implementing the standard and doing their own assurance.  

[bookmark: _Toc173399325]Scope
[bookmark: _Toc173399326]In scope
· Adults and older adults aged 40 to 74 with no pre-existing cardiovascular conditions
· Scope includes recording of agreed actions, next steps and signposting

[bookmark: _Toc173399327]Out of scope
· Annual physical health checks for learning disabilities 
· Annual physical health assessments for those with severe mental illnesses 
· Physical health checks in prison 
· The development of personalised care and support plans (PCSPs)  

[bookmark: _Toc173399328]Clinical risk management system
The NHS England Clinical Safety Group (CSG) operates a full Clinical Safety Management System (CSMS) that encompasses integration with health organisations and professional bodies. The CSMS considers the integration with the Data Alliance Partnership Board (DAPB) and the process in which professional standards are developed in the CSMS framework. The essential structures of a CSMS have been implemented in this project through the consultation with healthcare professionals, patients, informaticians and clinical system suppliers, during the development of the standard. Governance structures, project methodology and stakeholder engagement are described in the NHS Health Check Information Standard final report. The PRSB remit, organisational structure, roles and responsibilities of key personnel are fully described on the PRSB website.   
It should be noted that this clinical safety report is necessarily limited in its scope because it is neither directly related to software development nor to deployment.  Suppliers developing software to implement these standards will therefore still be expected to fully apply DCB0129 [Ref. 1]. Organisations involved in the deployment of such software will still be expected to fully apply DCB0160 [Ref.2]. 

The role of a Clinical Safety Officer (CSO) was to review the Clinical Safety Case using his/her clinical experience to judge the appropriateness and effectiveness of the risk management strategies and mitigating actions. The CSO monitored the execution of the Clinical Safety Case and ensured that clinical safety obligations were discharged. 
The clinical safety case documentation will be reviewed and approved by the NHS England Clinical Safety Group. This draft clinical safety case report is published on the PRSB website. Updates to the clinical safety case is the responsibility of PRSB.

[bookmark: _Toc51309508][bookmark: _Toc173399329]Hazard identification & Clinical Risk Analysis 
Activities that have been carried out to clarify and address the potential risks to patients include:
· Potential clinical safety issues identified during consultation events and other activities during the development of the standard. 
· Safety issues identified by a team of the clinical and patient leads participating in a series of 2 hazard workshops 
· Production and review of a hazard log for the standard. 
· Review of the hazard log and any associated safety risks.
· Review of mitigation of risks.
· Clinical safety mitigation and confirmation of risks to be passed to implementation / maintenance stages identified.
· Drafting of safety case (approaches to mitigating the risks identified).
· Final draft of hazard log and clinical safety report.
· NHS Digital clinical safety case review.

[bookmark: _Toc51309509][bookmark: _Toc173399330]Clinical risk evaluation and clinical risk control
[bookmark: _Toc51309510][bookmark: _Toc173399331]Patient safety risk assessment approach 
The patient safety risk assessment approach followed the new approach and template for hazard logs from the NHSE Clinical Safety Group and was as follows:
· Identify the hazard effect. 
· Identify the actual hazard and the potential harm. 
· Detail the possible causes. 
· Assess the severity and likelihood and overall initial risk score for each possible cause.  Derive an overall risk score for the hazard based on the worst case of the individual causes. 
· Consider the mitigation controls which could be applied to reduce the risk for each possible cause.  
· Consider the residual risk score based on revised severity and likelihood for each possible cause, and overall for the hazard based on the worst case cause.  
[bookmark: _Toc51309511][bookmark: _Toc173399332]Hazard log composition 
The Hazard log is contained in an Excel Spreadsheet which follows the NHSE Clinical Safety Group template. 

[bookmark: _Toc173399333]Risk assessment methodology
Risk assessment was undertaken using the risk matrix and scoring tool shown in Appendix A. Note that severities were interpreted in terms of impact on outcomes including the person’s experience of care.
The current way of working and template means that each effect, hazard and harm can have multiple possible causes.  The approach used was to risk assess and consider controls for each possible cause.  

[bookmark: _Toc173399334]Hazard log
The full hazard log is attached as a separate Excel document. 
In total there are 6 hazards, but with each having up to 10 possible causes, leads to a total 34 possible causes which are risk assessed with additional controls at the cause level. In addition, each hazard has an overall risk score based on the worst-case cause.  
The breakdown is as follows: 
· 1 hazard have an initial risk of 4, reducing to 3 after additional controls.  
· 3 hazards have an initial risk of 3, all staying at 3 after additional controls.
· 1 hazard have an initial risk of 3, reducing to 2 after additional controls.  
· 1 hazard has an initial risk of 2, staying at 2 after additional controls.
The 1 hazard with an initial risk score of 4 has 6 causes. 1 with an initial risk of 4 reduces to 3 with additional controls, 1 with an initial risk of 3 stays at 3 with additional controls, 2 with initial risk of 3 reduce to 2 with additional controls and the remain 2 causes had an initial risk of 2 and stay at 2 with additional controls.  
Full details of the hazards and causes are given in the hazard log.  

[bookmark: _Toc173399335]Training
Training of the end users of the systems implementing the NHS Health Check information standard is offered as a mitigation for a number of the possible causes of the hazards identified. This should be considered, when developing these systems. Users should understand the limitations of any system and how to use them to best understand the context and provenance of data. They should also understand that they are not designed to replace consulting the patient, which is an important mitigation in any clinical system.

Implementation guidance is provided as a part of the [Name] Information Standard and PRSB provide a support service (support@theprsb.org) where implementors can get advice about implementing the standard.  

[bookmark: _Toc184094015][bookmark: _Toc198020522][bookmark: _Toc173399336]Test Issues
As the information standard is a conceptual model and, as yet, has not been implemented in any systems, it has not been possible to test the model in vivo. It is therefore dependent on those developing systems doing full end to end clinical safety testing. Any issues with the standard identified during testing should be raised with the PRSB through the support service (or by email to support@theprsb.org). All enquiries will be responded to, and issues requiring changes to the standard will be put on the maintenance log and the standard updated at times in accordance with the urgency of the issues identified as detailed in PRSB’s release policy.    

[bookmark: _Toc173399337]Summary safety statement
6 potential hazards were identified with a total of 34 possible causes. All hazards were identified through the consultation processes carried out to develop and assure the standard and specific hazard workshops.  The consultation process is described in detail in the project final report.  It included patient and carer representatives as well as professionals from Royal Colleges, specialist societies, allied health professions, health informatics professionals, social care professionals and system suppliers.
During the consultations, hazards were identified, reviewed and mitigations/actions considered. Nevertheless, some risks are inherent in the standard, but most have been:
(A) mitigated by the development of the standard (residual risk of 2 or less)
(B) or the residual risk (level 3) has been transferred (with guidance) to the implementers.
The hazard log (a separate document) provides guidance for system developers and implementers. It is important that this guidance in relation to those hazards, regarded as system issues, become requirements for implementation.
The residual risk of the hazards and their possible causes after additional controls are all level 3 or 2.  There are 4 hazards and 11 possible causes at residual risk level 3 and the mitigations for the level 3 risks are outside the control of PRSB and these risks are therefore handed on to the implementors and deployers of this standard.  There is 2 hazards, and 23 possible causes (across 6 hazards) rated at level 2 and considered acceptable. 

[bookmark: _Toc51309520][bookmark: _Toc173399338]Quality Assurance and Document Approval
The hazard log and clinical safety case have followed the DCB0129 Risk Management standard and approach.  The overall development of the information standard has followed the PRSB methodology, proven and trusted by our members and stakeholders, overseen by a project board and the PRSB’s independent assurance committee. Both the project board and the assurance committee have reviewed the hazard log and safety case with final approval residing with the NHSE Clinical Safety Group.  

[bookmark: _Toc173399339]Configuration Control / Management
The hazard log and clinical safety case are both version-controlled documents held in the PRSB project files and managed under the PRSB information management policy.  
Future governance of the development and maintenance of the NHS Health Check Information Standard is the responsibility of the PRSB. 
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	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




	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




	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
	

	
	
	
	

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

	
	Severe psychological trauma
	Multiple
	

	Considerable 
	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
	




	
	Risk Acceptability

	5
	Unacceptable level of risk.  

	4
	Mandatory elimination or control 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
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