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1. Introduction 

1.1. It is widely accepted that the provision and deployment of Health IT 
Systems within the National Health Service (NHS) can deliver substantial 
benefits to NHS patients through the timely provision of complete and correct 
information to those healthcare professionals that are responsible for 
administering care. 

1.2. The use of such Health IT Systems is becoming increasingly widespread 
and the functionality is becoming more sophisticated.  However, it must be 
recognised that failure, design flaws or incorrect use of such systems have the 
potential to cause harm to those patients that the system is intended to benefit. 

1.3. DCB0160 is a Data Coordination Board Information Standard called 
‘Clinical Risk Management: its Application in the Deployment and Use of Health 
IT Systems’ and its implementation in NHS Trusts deploying Healthcare IT 
systems was made mandatory with the publication of an Information Standards 
Notice under section 250 of the Health and Social Act 2012 in June 2018 

1.4. The suppliers of clinical IT system must comply with a related standard, 
DCB0129; ‘Clinical Risk Management: its Application in the Manufacture of 
Health IT Systems’.  Importantly, this standard applies to in-house produced 
applications. 

1.5. These two standards are mutually compatible and the clinical risk 
management process that they describe cross over as the system moves into 
live deployment. 

1.6. It is important to note that the standards and this policy emphasise ‘Clinical 
Risk’ as the scope is limited to the management of risks related to patient safety as 
distinct from other types of risk such as financial. 

1.7. The clinical risk management process for a piece of clinical software begins at 
the point that the introduction of an IT system is considered through to the point that 
a system is decommissioned.  

1.8. This version supersedes any previous versions of this document.  

1.9. Data Protection Act 2018 (General Data Protection Regulation – 
GDPR) Legislation  

The Trust has a duty under the DPA18 to ensure that there is a valid legal basis 
to process personal and sensitive data. The legal basis for processing must be 
identified and documented before the processing begins. In many cases we may 
need consent; this must be explicit, informed and documented. We can’t rely on 
Opt out, it must be Opt in. 

DPA18 is applicable to all staff; this includes those working as contractors and 
providers of services. 

For more information about your obligations under the DPA18 please see the 
‘information use framework policy’, or contact the Information Governance Team 
rch-tr.infogov@nhs.net 

 

mailto:rch-tr.infogov@nhs.net
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2. Purpose of this Policy  

2.1. The purpose of this policy is to describe how the Trust will ensure the 
appropriate Clinical Risk Management of Clinical IT systems within the Trust to 
ensure that the Trust is compliant with DCB0160.  

2.2. This Policy will describe: 

2.2.1. The activities required as part of the specification, purchase and 
deployment of Clinical IT systems. 

2.2.2. The activities required to demonstrate the safety of in-house 
developed applications that have a role in providing patient care.  

2.2.3. The Clinical Safety approval process required before a system in 
put into live use, is upgraded or has additional functionality deployed. 

2.2.4. The activities required to ensure appropriate ongoing monitoring 
of any Clinical Safety issues that emerge during the live use of systems. 

2.2.5. The activities required to manage the Clinical Safety Issues 
arising from the decommissioning of a Clinical IT system. 

 

3. Scope 

3.1. It is the responsibility of the Trust’s Chief Information Officer to ensure that 
this policy is kept up to date where changes to the Information Standard are 
published and to ensure that the Trust puts in place the structures required to 
fully comply with this policy. 

3.2. All Trust staff involved in the production, purchase, deployment and 
decommissioning of any clinical IT system must ensure that the activities by this 
Policy are carried out 

3.3. All staff using clinical IT systems must deal with clinical safety issues 
arising from the use of Healthcare IT system in accordance with this policy. 

 

4. Definitions / Glossary 

Term Definition 

Clinical Safety 

Officer  

Person in a Health Organisation responsible for ensuring the safety 

of a Health IT System in that organisation through the application of 

clinical risk management.  

Clinical system Computer based system that is designed for collecting, storing, 

manipulating and making available clinical information important 

to the healthcare delivery process. 

Clinical risk  Combination of the severity of harm to a patient and the likelihood 

of occurrence of that harm.  

Clinical risk 
analysis  

Systematic use of available information to identify and estimate a 
risk.  

Clinical risk 
control  

Process in which decisions are made and measures implemented 

by which clinical risks are reduced to, or maintained within, specified 

levels.  
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Clinical risk 
estimation  

Process used to assign values to the severity of harm to a patient 

and the likelihood of occurrence of that harm.  

Clinical risk 
evaluation  

Process of comparing a clinical risk against given risk criteria to 

determine the acceptability of the clinical risk.  

Clinical risk 
management  

Systematic application of management policies, procedures and 

practices to the tasks of analysing, evaluating and controlling 

clinical risk.  Clinical Risk 
Management File  

Repository of all records and other documents that are produced by 

the clinical risk management process.  

Clinical Risk 
Management Plan  

A plan which documents how the Health Organisation will conduct 

clinical risk management of a Health IT System.  

Clinical risk 
management 

process  

A set of interrelated or interacting activities, defined by the Health 

Organisation, to meet the requirements of this standard with the 

objective of ensuring clinical safety in respect to the deployment of 

Health IT Systems.  

Clinical safety  Freedom from unacceptable clinical risk to patients.  

Clinical Safety 
Case  

Accumulation and organisation of product and business process 

documentation and supporting evidence, through the lifecycle of a 

Health IT System.  

Clinical Safety 
Case Report  

Report that presents the arguments and supporting evidence that 

provides a compelling, comprehensible and valid case that a 

system is safe for a given application in a given environment at a 

defined point in a Health IT System’s lifecycle.  

Commercial Off 
The Shelf (COTS) 

product  

Commercially available product which may be software, hardware 

or a combination. Examples include operating systems, library 

code, database and application servers and network components.  

Harm  Death, physical injury, psychological trauma and/or damage to the 

health or well-being of a patient.  

Hazard  Potential source of harm to a patient.  

Hazard Log  A mechanism for recording and communicating the on-going 

identification and resolution of hazards associated with a Health IT 

System.  

Health 
Organisation  

Organisation within which a Health IT System is deployed or used 

for a healthcare purpose.  

Health IT System  Product used to provide electronic information for health or social 

care purposes. The product may be hardware, software or a 

combination.  Initial clinical risk  The clinical risk derived during clinical risk estimation taking into 

consideration any retained risk control measures.  

Intended use  Use of a product, process or service in accordance with the 

specifications, instructions and information provided by the 

manufacturer to customers.  

Issue  The process associated with the authoring of a document. This 

process will include: reviewing, approval and configuration control.  
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Likelihood  Measure of the occurrence of harm.  

Lifecycle  All phases in the life of a Health IT System, from the initial 

conception to final decommissioning and disposal.  

Manufacturer  Person or organisation with responsibility for the design, 

manufacture, packaging or labelling of a Health IT System, 

assembling a system, or adapting a Health IT System before it is 

placed on the market and/or put into service, regardless of whether 

these operations are carried out by that person or on that person's 

behalf by a third party.  Non-health 
product  

A product that is not specifically intended by its Manufacturer to be 

used for healthcare purposes. The product may be hardware, 

software or a combination.  

Patient  A person who is the recipient of healthcare.  

Patient safety  Freedom from harm to the patient.  

Post-deployment  That part of the lifecycle of a Health IT System after it has been 

manufactured, released, deployed and is ready for use by the 

Health Organisation.  

Procedure  Specified way to carry out an activity or a process.  

Process  Set of interrelated or interacting activities which transform inputs 

into outputs.  

Release  A specific configuration of a Health IT System delivered to a Health 

Organisation by the Manufacturer as a result of the introduction of 

new or modified functionality.  

Residual clinical 
risk  

Clinical risk remaining after the application of risk control measures.  

Safety incident  Any unintended or unexpected incident which could have, or did, 

lead to harm for one or more patients receiving healthcare.  

Safety Incident 
Management Log  

Tool to record the reporting, management and resolution of safety 

incidents associated with a Health IT System.  

Severity  Measure of the possible consequences of a hazard.  

 
 

5. Ownership and Responsibilities  

5.1. Role of the Chief Information Officer  

It is the responsibility of the Chief Information Officer to ensure: 

 A Clinical Safety in IT Systems Committee is set up and meets regularly 

 That the Trust identify and provide sufficient Clinical Safety Officers. 

 That Clinical Safety Officers have the role specifically detailed in their Job 
Description/Job Plan 

 that Trust staff have the required competencies to enable the Trust to 
effectively manage the Clinical Risk processes for IT system development and 
deployment 
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 that sufficient resources are provided to the Clinical Risk Management 
processes to ensure that they are effective. 

 that any suppliers of Clinical IT systems to the Trust comply with DCB0129 

 

5.2. Role of the Clinical Safety in IT Systems Committee  

The Committee is responsible for:  

 Assuring the Trust that Clinical IT systems are clinically safe to be deployed 

 Define document and support a proactive safety agenda 

 Authorising the deployment of Clinical IT systems based on the 
recommendation of a Clinical Safety Officer and Clinical Safety Case 

 Accepting and managing any residual clinical risks in deployed Clinical IT 
systems 

 Monitoring of clinical incidents involving clinical IT systems that are in live use 
and ensure that resolution or mitigation of emerging issues are managed in a 
timely way  

 

5.3. Role of Clinical Safety Officers 

All staff members are responsible for:  

 Ensuring they are suitably knowledgeable in risk management and its 
application to Clinical IT Systems 

 Ensuring they maintain registration with an appropriate professional body 
(GMC, NMC, GPhC or HCPC) 

 Review and sign off Clinical Risk Management Plans 

 Sign off Hazard Logs for Clinical IT systems 

 Review and sign off Clinical Safety Case Reports. 

 Review evidence in the Clinical Risk Management file to ensure that it is 
complete and Supports the Clinical Safety Report. 

 Make recommendations to the Clinical Safety in IT Systems Committee about 
whether the system is safe to deploy. 

 Highlighting any unacceptable risks to the Clinical Safety in IT Systems 
Committee or other Trust risk committee, as appropriate. 

 

5.4. Role of IT Project Managers  

All IT Project Managers are responsible for:  

 Ensuring the projects that they are responsible for undertake all of the 
necessary Clinical Safety requirements in line with this policy and DCB0160 
standards at all times 
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5.5. Role of IT System Developers 

All IT System Developers are responsible for:  

 Ensuring the systems that they are developing undertake all of the necessary 
Clinical Safety requirement in line with this policy and DCB0129 standards at 
all times 

 

5.6. Role of Information Asset Owners/System Owners 

All Information Asset Owners/System Owners are responsible for:  

 Contribute to the Clinical Risk Management Processes that this policy 
describes for systems that they are responsible for 

 Report hazards and potential software enhancements that mitigate hazards to 
system suppliers  

 

5.7. Role of Clinical System Users 

All users of clinical IT systems members are responsible for:  

 Reporting clinical safety incidents involving a Trust Clinical IT system through 
the Trusts incident management system 

 Reporting new or emerging perceived risk issues with the use of Clinical IT 
systems to the Information Asset Owner/System Owner or Clinical Safety 
Officer, as appropriate. 

 

6. Standards and Practice 

6.1. Clinical Risk Management Activities (refer to the published 
standard for further details/requirements). 

6.1.1. Scope Definition 

The purpose of scope definition is to identify the extent of the functionality 
that the Healthcare IT system provides and is intended to be implemented 
that can support or influence the administration of healthcare to a patient.  
Defining the scope is important in correctly limiting the risk analysis and will 
ensure all areas affected by the release are considered 

6.1.2. Clinical Hazard Identification 

With the manufacturer the Trust must undertake a process that examines 
the system and how in use in both normal and abnormal conditions 
hazards to patients may arise.  This must be documented in a Hazard Log. 
This must be done in consultation with the supplier, where relevant. 

6.1.3. Clinical Risk Estimation 

Using the risk Matrix found in Appendix 3 (on page 20) the identified 
Hazards should be scored as to the likelihood of the hazard occurring, the 
severity of the hazard and the resulting clinical risk. This must be done in 
consultation with the supplier, where relevant. 
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6.1.4. Initial Clinical Risk Evaluation 

Using the table found in Appendix 3 (on page 20) the hazards should be 
evaluated.  Risk control options must be evaluated for risks considered 
unacceptable or undesirable.  Particular attention must be paid to any risks 
that may not be able to be mitigated or remain at unacceptably high levels 
even after mitigation. This must be done in consultation with the supplier, 
where relevant. 

6.1.5. Control Option Analysis 

This is the process of identifying controls that may be able to implemented 
that reduce the likelihood or severity of any hazards where risks have been 
identified as unacceptable or undesirable.  It is important to liaise with the 
system supplier to manage unacceptable and undesirable hazards that 
cannot be mitigated to address the issues in the design of the software. 
This must be done in consultation with the supplier, where relevant. 

6.1.6. Clinical Risk Benefit Analysis 

This is the process of justifying any residual risk associated with a hazard 
once all practicable mitigations have been applied.  A decision as to 
whether the residual clinical risks associated with a hazard is outweighed 
by the benefits of the system must be made.  This is a matter of judgement 
that will need to be made by experienced and knowledgeable individuals 
and will normally be led by the system or project’s Clinical Safety Officer. 

6.1.7. Control Measure Implementation 

This is the process of evaluating and verifying that mitigations to hazards 
have been implemented and are effective to ensure that the risk control 
measure provides the intended result. 

6.1.8. Completeness Evaluation 

This process demonstrates that all clinical risks from all hazards have been 
identified and considered and that the acceptability of all residual clinical 
risks is suitably justified. 

6.1.9. Delivery 

Prior to the deployment of a Health IT System into live use a formal review 
of the clinical risk management activities undertaken is required to ensure 
the requirements of DCB0129 and DCB0160 standards have been met.   

6.1.10. Post Deployment Monitoring 

Once a system is deployed it must be proactively monitored or risk issues 
that emerge and should include the impact on users and any change in 
intended use.  Incident reports involving clinical IT systems reported on the 
Trusts incident management system should be monitored for emerging risk 
issues.  The Hazard Log should be kept up to date as issues arise or are 
identified throughout the entire life of the system. 

6.1.11. Modification 

The Trust will need to continue to liaise with IT system suppliers to review 
safety cases on an ongoing basis and this should be used as the basis to 
implement changes to system to reduce clinical hazards. 
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6.2. Clinical Safety Deliverables. 

6.2.1. Clinical Risk Management File 

This is the repository for all of the documents produced by the clinical risk 
management process.  This should be set up at the beginning of any IT 
project and form part of the project folders.  Access must be granted to all 
those who will contribute or review it. 

The IT project manage is responsible for the setup of this file. 

6.2.2. Clinical Risk Management Plan 

This plan documents and schedules the clinical risk management activities 
to support the safe development, deployment, use, maintenance and 
decommissioning of the Health IT System.  The size and detail of the plan 
needs to be commensurate with the scale and clinical functionality of the 
Health IT System whilst addressing the clinical risk management activities 
specified within the published standards.  This plan will include the Scope 
Definition as described on 6.1.1 and should include the testing plan 
referenced to how this will be suitable to identify any risk issues. 

A new or updated clinical risk plan will be required where a system is 
upgraded or additional system functionality is deployed.  The software 
Supplier should be given the opportunity to review and comment on this 
plan. 

When complete the Clinical Risk Management Plan must be reviewed and 
approved as being appropriate and achievable by a Clinical Safety Officer 
given the context of the system in question. 

The IT project manager is responsible for the production of the Clinical Risk 
Management Plan, co-opting such persons as necessary required to 
contribute to it. 

6.2.3. Hazard Log 

The Hazard log is used to record clinical safety hazards that arise from the 
use of the clinical system and should be continually updated throughout the 
system’s life cycle and should record supporting evidence as it becomes 
available. It should include, identified potential hazards, safety functions and 
features of the software and the initial risk score as well as the risk score 
after mitigations are in place. 

It is the responsibility of the IT project manager to instigate the production of 
the initial versions of the Hazard log, co-opting relevant experienced clinical 
users and other staff as necessary to assist and to maintain the Hazard log 
until the system is deployed.  After the system is deployed the maintenance 
and ongoing update of the Hazard log becomes the responsibility of the 
Information Asset or System Owner.  The software supplier should be given 
the opportunity to comment on and contribute to this hazard log. 

The Hazard log must be signed off by a Clinical Safety Officer. After the 
system is deployed the maintenance and ongoing update of the Hazard log 
becomes the responsibility of the Information Asset or System Owner. 

6.2.4. Clinical Safety Case 

The case should present the evidence that the system is safe for use and 
the evidence that backs this and will evolve and must be kept up to date 
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throughout the system’s life cycle.  The production of such a document will 
help ensure that all evidence required to generate a Clinical Safety Case 
Report.   

It is the responsibility of the IT project manager to instigate the production of 
the initial versions of the Clinical Safety Case.   

6.2.5. Clinical Safety Case Report 

The Clinical Safety Case Report provides verification and assurance of 
patient safety and thus evidence that the system to be deployed will not 
pose an unacceptable level of risk to patients.  The report should present all 
evidence of testing that all functions and safety features are in place.  It 
should present the findings of the hazard log including the number and 
severity of identified hazards and where necessary any clinical risk benefit 
analyses.  The report should detail other practical aspects of the 
deployment that ensure patient safety such as details of user training and 
go-live support planning.  

A clinical Safety Case Report is required for the deployment of a new 
Healthcare IT system, if additional functionality is added to an existing 
system or an existing system is upgraded.  It is the responsibility of the IT 
project manager overseeing any of the above to ensure that it is completed, 
co-opting necessary resources and support as required to do so.  

All Clinical Safety Reports must be signed off by a Clinical Safety Officer 
who will present the report with the recommendation that the system 
deployment or changes do not pose an undue risk to patient safety to the 
Clinical Safety in IT Systems Group.  This report should also be reviewed 
and signed off by a relevant person from the software supplier, where 
relevant. 

6.3. Clinical Safety in IT Systems Group 

6.3.1. The Trust will have a Group with authority delegated by the 
eHealth Programme Board to define, document and support a proactive 
safety agenda, utilising proven methodologies to enable project teams to 
design and deliver safe, effective, efficient IT solutions. 

6.3.2. The group will be responsible for authorizing the introduction of 
new Clinical IT systems, changes to existing IT systems and 
decommissioning of existing systems where evidence that to do so does not 
pose an undue risk to patient safety. 

6.3.3. The group will be responsible for agreeing to, and overseeing 
delivery of system and/or process changes that are required to mitigate identified 
clinical risks. 

6.3.4. The group will ensure that the Trust remains compliant with national 
standards relating the Clinical Safety with Healthcare IT systems. 

6.4. Clinical Safety Officers 

The Trust will ensure that all times that there are sufficiently trained and 
registered Clinical Safety Officers to oversee all aspects of Clinical Safety 
Management to happen without unduly delaying the introduction of or 
changes to existing clinical systems. 
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7. Dissemination and Implementation 

7.1. This policy will be directly disseminated to all those working on the 
deployment and development of IT systems, Clinical Safety Officers and 
Information Asses/System owners who will also receive direct briefing on the 
actions required to ensure that this policy is complied with. 

7.2. Clinical Safety Officers, Information Asset/System Owners, IT Project 
Managers and those supporting the deployment of Clinical IT systems will all 
undertake the NHS Digital Clinical Risk Management Training. 

 

8. Monitoring compliance and effectiveness  

Element to be 
monitored 

Compliance with DCB0129 for systems developed in house and 
DCB0160 for systems that have been purchased and deployed 

Lead The audit will be commissioned by the Trust’s Chief Information 
Officer (CIO) and will be overseen by the Clinical Safety Group 

Tool The audit will be against the standards in the respective published 
documents 

Frequency Compliance for deployed systems will be reviewed annually. 

Compliance with system developments and deployments will be 
carried out on an adhoc basis as directed by the Trust CIO 

Reporting 
arrangements 

The completed report will be reviewed by the Trust eHealth 
Programme Board and by the Trust Risk committee 

Acting on 
recommendations  
and Lead(s) 

The CIO will be responsible for enacting recommendations 
produced in any report in a timely manner 

Change in 
practice and 
lessons to be 
shared 

Required changes to practice will be identified and actioned 
within3 months.  A lead member of the team will be identified to 
take each change forward where appropriate.  Lessons will be 

shared with all the relevant stakeholders 

9. Updating and Review 

9.1. This policy will be reviewed if the published standards are significantly 
updated such that a change in practices or requirements for the Trusts 
management of Clinical Risk associated with Clinical IT systems be required. 

9.2. This policy will be updated should the Trust structures that underpin this 
Policy change 

9.3. This Policy will be reviewed if audit of Trust compliance with the Published 
standards require any change to the way the Trust manages Clinical Risk 
associated with Clinical IT systems. 

9.4. If no changes are required as described above the Policy will be reviewed 
no less than every three years.  
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10. Equality and Diversity  

10.1.This document complies with the Royal Cornwall Hospitals NHS 
Trust service Equality and Diversity statement which can be found in the 
'Equality, Inclusion & Human Rights Policy' or the Equality and Diversity 
website. 

10.2. Equality Impact Assessment 

The Initial Equality Impact Assessment Screening Form is at Appendix 2. 

http://www.rcht.nhs.uk/GET/d10268876
http://www.rcht.nhs.uk/RoyalCornwallHospitalsTrust/OurOrganisation/EqualityAndDiversity/HumanRightsEqualityAndInclusion.aspx
http://www.rcht.nhs.uk/RoyalCornwallHospitalsTrust/OurOrganisation/EqualityAndDiversity/HumanRightsEqualityAndInclusion.aspx
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Appendix 1. Governance Information 

Document Title 
Clinical Risk Management of Health IT Systems 
Policy V1.0 

Date Issued/Approved: 14th August 2019 

Date Valid From: September 2019 

Date Valid To: September 2022 

Directorate / Department 
responsible (author/owner): 

Ian Nicholls, eHealth Transformation Manager 

Contact details: 01872 254592 

Brief summary of contents 

This policy describes how the Trust will ensure 
Clinical Safety with Clinical IT systems and maintain 
compliance with published standards DCB0129 & 
DCB0160 

Suggested Keywords: Clinical Safety, eHealth, Clinical IT  

Target Audience 
RCHT CFT KCCG 

   

Executive Director responsible 
for Policy: 

Chief Information Officer  

Date revised: Initial version  

This document replaces (exact 
title of previous version): 

New Document 

Approval route (names of 
committees)/consultation: 

eHealth Programme Board 

Trust Risk and Governance Committee 

Governance Group General 
Manager confirming approval 
processes 

Kelvyn Hipperson  

Name and Post Title of additional 
signatories 

Not Required 

Signature of Executive Director 
giving approval 

{Original Copy Signed} 

Publication Location (refer to 
Policy on Policies – Approvals 
and Ratification): 

Internet & Intranet  Intranet Only  
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Document Library Folder/Sub 
Folder 

Health Informatics / Infrastructure Technical 
Security 

Links to key external standards None 

Related Documents: None 

Training Need Identified? No  

 

Version Control Table  

 

Date 
Version 

No 

 

Summary of Changes 
Changes Made by 

(Name and Job Title) 

April 2019 V1.0 Initial Issue 
Ian Nicholls, eHealth 
Transformation 
Manager 

    

All or part of this document can be released under the Freedom of Information 
Act 2000 

 

This document is to be retained for 10 years from the date of expiry. 

This document is only valid on the day of printing 

 

Controlled Document 

This document has been created following the Royal Cornwall Hospitals NHS Trust 
Policy for the Development and Management of Knowledge, Procedural and Web 

Documents (The Policy on Policies). It should not be altered in any way without the 
express permission of the author or their Line Manager. 
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Appendix 2. Initial Equality Impact Assessment Form 
 

 

Are there concerns that the policy could have differential impact on: 
Equality Strands: Yes No Unsure Rationale for Assessment / Existing Evidence 

Name of the strategy / policy /proposal / service function to be assessed  
Clinical Risk Management of Health IT Systems Policy V1.0 

 

Directorate and service area: 
CITS 

New or existing document: 
New 

Name of individual completing assessment: 
Ian Nicholls 

 

Telephone: 
01872 25 4592 

 1. Policy Aim* 
 
Who is the strategy / 
policy / proposal / 
service function aimed 
at? 

To ensure that the Trust appropriately manages Clinical Safety with 
regard to healthcare IT systems and remains compliant with published 
standards 

2. Policy Objectives* 
 

To ensure that Trust remains compliant 

3. Policy – intended 
Outcomes* 
 

Set out the framework for ensuring Clinical Safety with Healthcare IT 
Systems 

4. *How will you 
measure the 
outcome? 

Periodic Audit, review of Clinical incidents 

5. Who is intended to 
benefit from the 
policy? 

Patients from improved safety, staff working with clinical IT systems 
as they can be better aware of the risks and issues of using the 
software 

6a Who did you 
consult with 
 
 
b). Please identify the 
groups who have 
been consulted about 
this procedure. 

Workforce  Patients  
Local 
groups 

External 
organisations 

Other  

X     

 
Please record specific names of groups 

eHealth Programme Board 

Trust Risk and Governance Committee 

What was the 
outcome of the 
consultation? 

Agreed 

7. The Impact 
Please complete the following table. If you are unsure/don’t know if there is a negative 
impact you need to repeat the consultation step. 
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Age     

Sex (male, 

female, trans-gender / 
gender reassignment) 

    

Race / Ethnic 
communities 
/groups 

    

Disability - 
Learning disability, 
physical 
impairment, sensory 
impairment, mental 
health conditions and 
some long term health 
conditions. 

    

Religion / 
other beliefs 

    

Marriage and 
Civil partnership 

    

Pregnancy and 
maternity 

    

Sexual 
Orientation, 
Bisexual, Gay, 
heterosexual, Lesbian 

    

You will need to continue to a full Equality Impact Assessment if the following have 
been highlighted: 

 You have ticked “Yes” in any column above and 

 No consultation or evidence of there being consultation- this excludes any policies which have 
been identified as not requiring consultation.  or 

 Major this relates to service redesign or development 

 

8. Please indicate if a full equality analysis is recommended. Yes   No  

9. If you are not recommending a Full Impact assessment please explain why. 
 

 
 

No concerns that the policy could have differential impact  
 

Date of completion 
and submission 

April 2019 
Members approving 
screening assessment  
 

 
Policy Review Group (PRG) 
 
APPROVED 

This EIA will not be uploaded to the Trust website without the approval of the Policy 
Review Group.  
 
A summary of the results will be published on the Trust’s web site.  
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Appendix 3: Risk Matrix for Clinical Risk Estimation and Risk 
Evaluation 

 
 

 
 

 
 

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

Li
ke

li
h

o
o

d

Consequence

Undesirable level of risk

Attempts should be made to eliminate the hazards or implement 

control measures to reduce risk to an acceptable level.  Shall only 

be acceptable when further risk reduction is impractical

5 Unacceptable level of risk

4
Mandatory elimination of hazards or addition of control measures to 

reduce risk to an acceptable level

3

2
Acceptable where cost of further reduction outweighs benefits 

gained or where further risk reduction is impractical

1 Acceptable, no further action required

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
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Consequence Patients Affected

Death Multiple

Death Single

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

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

Considerable 

Significant 

Consequence 

Category 

Interpretation

Multiple

Catastrophic

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

Major 

SinglePermanent 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


