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Summary

This policy sets out how the Royal Cornwall Hospitals NHS Trust governs its Clinical Audit
Programme.
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Data Protection Act 2018 (UK General Data Protection Regulation — GDPR)
Legislation.

The Trust has a duty under the Data Protection Act 2018 and UK General Data Protection
Regulations 2016/679 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 cannot rely on opt out, it must be opt in.

Data Protection Act 2018 and UK General Data Protection Regulations 2016/679 is
applicable to all staff; this includes those working as contractors and providers of services.

For more information about your obligations under the Data Protection Act 2018 and UK
General Data Protection Regulations 2016/679 please see the Information Use Framework
Policy or contact the Information Governance Team.

Royal Cornwall Hospital Trust rch-tr.infogov@nhs.net
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1. Introduction

1.1.

1.2.

1.3.

This policy is issued and maintained by the Clinical Effectiveness Team of
behalf of the trust and replaces the Clinical Audit policy 2023.

When carried out in accordance with best practice, clinical audit:
1.2.1. Improves quality of care and patient outcomes.

1.2.2. Provides assurance of compliance with clinical standards.
1.2.3. Identified and minimises risk, waste and inefficiencies.

Participation in both national and local clinical audit is a statutory and
contractual requirement for healthcare providers. The NHS Standard Contract
forms the agreement between commissioners and providers on NHS funded
services who must:

1.3.1. Participate in national clinical audits within the National Clinical Audit
and Patient Outcomes Programme (NCAPOP) relevant to their
services.

1.3.2. Make national clinical audit data available to support publication of
consultant — level activity and outcomes statistics.

1.3.3. Implement and / or respond to all relevant recommendations of any
appropriate clinical audit.

1.3.4. Implement an ongoing, proportionate programme of clinical audit of
their service in accordance with best practice.

1.3.5. In addition, the regulatory framework of the Care Quality Commission
(CQC) requires registered healthcare providers to monitor the quality of
their services. The CQC fundamental standards describe the care
patients should expect, with prompts for providers to consider when
aiming to meet requirements for governance and audit, set out in
Regulation 17: Good governance, of the Health and Social Care Act
2008 (requlated activities) requlations 2014.

» To meet this regulation, RCHT must have effective governance,
including assurance and auditing systems or processes. These must
assess, monitor and drive improvement in the quality and safety of
the services provided, including the quality of the experience of
people using the service.

» The systems and processes must also assess, monitor and mitigate
any risks relating to the health, safety and welfare of people using
services and others.

= Providers must continually evaluate and seek to improve their
governance and auditing practice.
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1.4

1.5

Under the Health Act 2009, the Trust is required to produce and annual quality
account which must include which must include information on participation in
national and local clinical audits, and the actions that have been taken as a
consequence to improve the services provided.

This version supersedes any previous versions of this document.

2. Purpose of this Policy/Procedure

2.1.

2.2.

The purpose of this policy is to set out the rationale for clinical audit and provide
a framework for such activity, including standards, guidance and procedures as
well as details of the support available from the Clinical Effectiveness Team:

2.1.1. For registering and approving clinical audits project proposals.
2.1.2. For developing and designing clinical audit projects.

This policy aims to support a culture if best practice in the management and
delivery of clinical audit, and to clarify the roles and responsibilities of all staff
involved.

3. Scope

3.1.

This policy applies to anyone engaged in the clinical audit process within the
trust, including:

3.1.1.  All staff, including management, senior management and Trust Board
Members, both clinical and non-clinical, and those on short-term
honorary contracts.

3.1.2. Students and trainees in any discipline.
3.1.3. Patients, carers, volunteers, and members of the public.

This policy also applies when clinical audits are undertaken jointly across
organisational boundaries.

4. Definitions/Glossary

41.

4.2.

4.3.

“Clinical Audit is a quality improvement process that involves measurement of
the effectiveness of healthcare against agreed and proven standards for high
quality and taking action to bring practice in line with these standards so as to
improve the quality of care and health outcomes”. The trust supports the view
that whilst Clinical Audit is fundamentally a quality improvement process it also
plays an important role in providing assurances about the quality of services.

Service Evaluations: This describes the process of evaluating the effectiveness
of care provided and of learning about whether something is working well,
without reference to specific standards.

Quality Improvement: Quality Improvement in healthcare is a process that seeks
to enhance patient experience and individual health outcomes, through
measuring and improving the effectiveness and safety of clinical services.
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4.4.

4.5.

4.6.

4.7.

4.8.

Clinical Effectiveness: Clinical Effectiveness is one of the three dimensions of
high-quality healthcare service (along with patient experience and patient
safety). Quality care is delivered according to the best evidence regarding what
is clinically effective in improving an individual’s health outcomes.

Healthcare Quality Improvement Partnership (HQIP): HQIP was established in
April 2008 to promote quality in healthcare and to increase the impact that
clinical audit has on healthcare quality in England and Wales.

National Clinical Audit and Outcomes Programme (NCAPOP): NCAPORP is a set
of centrally funded national projects that provide local trusts with a common
format by which to collect audit data. The projects analyse the data centrally and
feedback comparative findings to help participants identify necessary
improvements for patients.

National Institute for Health and Care Excellence (NICE): An independent
organisation responsible for providing national guidance on the promotion of
good health and the prevention of treatment of ill health.

Audit Management and Tracking (AMaT): Web based system for recording audit
activity and monitoring progress.

5. Ownership and Responsibilities

5.1.

Role of the Trust Board

e To have the following responsibilities, delegated to the Quality Assurance

5.2.

Committee:

5.1.1. To ensure that clinical audit is strategic; it happens regularly; is clinically
and cost effective; and is linked to the Trusts’ objectives.

5.1.2. To ensure that clinical audit is built into planning, performance
management and reporting.

5.1.3. To ensure that the recommendations of reviews and clinical audits are
actioned by seeking assurance that improvements in care have been
made.

Role of the Clinical Effectiveness Group (CEG):

e The Clinical Effectiveness Group (CEG) has a key governance role in

providing oversight, scrutiny, and assurance of the Clinical Audit Programme.
The Group ensures that clinical audit activity aligns with organisational
priorities, statutory and regulatory requirements, and supports continuous
quality improvement.

e The Clinical Effectiveness Group will:

= Scrutinize the annual Clinical Audit Programme to ensure appropriate
coverage of national, local and priority audits, alignment with strategic
objectives, and compliance with national audit requirements.

Clinical Audit Policy V5.0
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5.3.

5.4.

5.5.

= Monitor the delivery of the clinical audit programme through regular
review of Clinical Effectiveness Group Assurance Report (Please
contact rcht.clinicaleffectiveness@nhs.net), including participation,
timeliness, audit reporting and action plan implementation.

= Challenge performance where progress if not on track, ensuring
accountability, recovery plans and escalation where necessary.

= Provide assurance to the Trust Board and Quality Assurance
Committee that audit activity is effectively delivered, findings are acted
upon, and measurable improvements in clinical practice and patient
outcomes are achieved.

= Promote shared learning agenda from audit outcomes and action plans
to support service improvement and the wider quality agenda.

» Provide scrutiny, monitoring and challenge of CAP delivery to
Divisions.

Role of the Quality Assurance Committee (QAC)

¢ The committee has delegated responsibility and authority to ensure that the
Trust always complies with all statutory requirements on Clinical
Effectiveness. To also be proactive in identifying any risks to on-going
compliance and ensure timely action is taken on any issues identified.

e To approve the Clinical Audit and Outcomes programme (received from
Clinical Effectiveness Group at the end of each financial year).

Role of the Audit, Risk and Assurance Committee (ARAC):

e The committee has delegated responsibility and authority to ensure that the
Trust always complies with all statutory requirements on Clinical
Effectiveness. To be proactive in identifying any risks to on-going compliance
and ensure timely action is taken on any issues identified.

e To approve the Clinical Audit and Outcomes programme (received from
Clinical Effectiveness Group at the end of each financial year).

Role of the Chief Medical Officer

e Has overall accountability for Clinical Audit within the Trust. The following are
key responsibilities:

e To ensure that the Trust clinical audit strategy and annual programme of work
are allied to the Boards strategic interests and concerns

e To ensure that clinical audit is used appropriately to support the Board
Assurance Framework

e To ensure that any serious concerns regarding the Trust’s policy and practice
in clinical audit, or regarding the results and outcomes of clinical audits, are
brought to the attention of the Board.
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e The Chief Medical Officer will delegate some responsibility to the Deputy
Medical Director for Quality, Safety and Clinical Effectiveness such as
chairing CEG.

5.6. Role of the Deputy Medical Director for Quality, Safety and
Clinical Effectiveness

e To Chair the Clinical Effectiveness Group.

e Ensure that there is a Trust-wide process to monitor progress against
standards, and to identify Trust-wide opportunities for improvement activities.

e Receive assurance reports from the Divisions on their progress of the Clinical
Audit and Outcomes Programme as specified intervals.

5.7. Role of Divisional Management Teams — led by Divisional
Clinical Chair

e To ensure that this policy is implemented throughout their division.

e Support the Clinical Effectiveness Team in monitoring progress made against
the Divisional Clinical Audit and Outcomes Programme.

e Have ownership of the local clinical audits.

e Attend Clinical Effectiveness Group meetings to provide assurance that
Clinical Audits are being undertaken and outcomes discussed.

e Ensure AMaT is used as the mandated clinical audit management system and
complies with nationally accepted best practice.

e Take responsibility for reviewing National and Local Audit data at monthly
Clinical Audit meetings, ensuring that audits are undertaken within the
outlined timeframes and that they can evidence learning as a result of every
audit activity undertaken.

5.8. Role of the Specialty Clinical Audit Leads

e Each clinical specialty is required to have a person (or persons) responsible
for clinical audit, with time agreed for this role within the team and individual
job planning. The key tasks of the specialty audit lead are:

= To ensure their services have comprehensive and effective clinical audit
plans in place.

» To approve registered audits on AMaT on behalf of their specialty.

= To ensure that Clinical Audits (Local and National) are discussed and the
results presented at regular meetings.

» To report progress of all Clinical Audits within their specialty to the Clinical
Effectiveness Group.
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» To ensure that their specialty participates in all national clinical audits,
national confidential enquiries, and national service reviews that are
relevant.

» To work with clinicians, group managers, specialty divisional governance
managers and the CET to ensure that the clinical audit programme meets
all clinical, statutory, regulatory, commissioning and Trust requirements.

» To attend CEG to present assurance report (see appendix 6 for template).
5.9. Role of the Divisional Governance Manager
e To ensure that Clinical Audit is part of the Divisional / Specialty meetings.
5.10. Role of the Head of Clinical Effectiveness and Compliance

e To ensure compliance with the Clinical Audit Programme and to provide
assurance to the board.

5.11. Role of the Clinical Effectiveness Manager

e Responsible for the development and implementation of governance systems,
including systems for the monitoring and assessment of policies and national
guidance, feeding directly into the audit prioritization process.

e To ensure that clinical audit is part of the overall quality framework and is
reported in the Trust’s publicly reported Quality Accounts.

e To ensure that there are appropriate processes for instigating clinical audit as
a direct result of adverse clinical events, patient safety incidents and breaches
in patient safety.

e Ensure that clinical audit is linked to risk and acts as a stimulus to review and
improve.

e To ensure that Clinical Effectiveness is closely linked to other Trust programs
such as the Quality Improvement Programme and the Clinical School.

e The Clinical Effectiveness Manager is the operational lead for Clinical Audit.
They support the Chief Medical Officer and Deputy Medical Director for
Quality, Safety and Clinical Effectiveness and are responsible for:

= Compiling the annual Trust Clinical Audit programme
» Ensuring the Trust delivers the Clinical Audit Programme.

= Ensuring that all registered clinical audits adhere to data protection
principles and have sound methodology.

= Responsible for the day-to-day processing of Clinical Audits, Advice and
guidance on registrations, management of AMaT and providing reports of
participation of local clinical audits. This also includes approving
registrations on AMaT after they have been ratified by a specialty audit
lead.
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* Providing an effective trust wide platform to evidence that clinical audit
cycle loop is closed and that the trust can demonstrate how proactive has
changed and improved patient care as a result of clinical audit and
improvement.

5.12. Role of the Clinical Effectiveness Team

To participate in local and national networks to ensure the Trust has the latest
information relating to national guidance and practice.

To attend AMaT update meetings to ensure the Trust is using the system
effectively and taking advantage of all available features.

To maintain the Clinical Effectiveness intranet site.

Provide training to promote the benefits of effective clinical audit as a quality
improvement method and other clinical governance related topics.

Support and provide input to other Trust related programmes such as the
Quality Improvement programme and the Clinical School.

Responsible for the day-to-day processing of Clinical Audits, Advice and
guidance on registrations, management of AMaT and providing reports of
participation of local clinical audits. This also includes approving registrations
on AMaT after they have been ratified by a specialty audit lead.

Facilitate participation in national clinical audits and confidential enquiries.

Facilitate trust wide clinical audits as requested by the Quality Assurance
committee.

Encourage and assist healthcare professionals in following the standards set
out in this policy.

5.13. Role of the Clinical Audit Facilitators

e To Support the Clinical Audit Lead.

5.14. Role of the Clinical Audit Proposer / Lead
(the person submitting and undertaking the audit)

To seek approval for individual Clinical Audits from Specialty Clinical Audit
Leads, prior to registering a formal request, if approved, submit details of
proposed audits using AMaT.

Once approval has been given, undertake data collection for the audit via
AMaT if it is suitable. The Clinical Audit lead is responsible for ensuring that
security and confidentiality of the data.

Ensure that the audit project is completed to the reporting and action plan
stage, including SMART action planning (specific, measurable, achievable,
relevant and timebound) using AMaT.
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Share clinical audit results with relevant peer groups via the appropriate
Divisional / Specialty meetings, or where applicable, higher level trust wide
committee meetings.

Submit a copy of the final Clinical audit report / presentation on AMaT.

The clinical audit status will only be formally completed once all steps have
been followed. This includes action plans in place and completed. Certificates
will not be approved until all steps have been completed (with the exception of
actions for future completion).

6. Standards and Practice

6.1. Trust Clinical Audit and Outcomes Programme

Prior to the start of every financial year, the trust will agree on an appropriate
planned programme of clinical audit activity. This programme should meet the
Trust’s Corporate requirements for assurance but must be owned by
Divisional Management Team.

The audit programme will be compiled by the Clinical Effectiveness Team in
consultation with clinical services and approved by the Trust Board or
delegated to the appropriate Board level committee. Regular reports on the
progress of the programme will be reviewed at CEG with an annual report
provided to the group at the end of the year.

The clinical audit programme will reflect key national and local drivers for
quality improvement and will be prioritized in line with national guidance from
HQIP,

In addition to national clinical audit topics, the choice of further topics will be
based on criteria of high risk or high-profile topics identified by Trust
management, many of which will emanate from governance and improvement
issues.

The Trust is committed to supporting locally determined clinical audit activity
to significantly contribute to the process of continuous service quality
improvement. It is acknowledged that individuals may initiate a clinical audit-
based project on personal interest, personal development or as part of an
educational programme. It is important that these are registered within the
Trust AMaT system and reported through existing clinical governance
structure to maximise learning.

The audit programme will be reviewed throughout the year and re-prioritised
as new issues / topics emerge.

6.2. Approval and recording of clinical audits

All clinical audit activity (including quality improvements and service
evaluations) must be registered on AMaT to ensure project consistency, to
enable progress review and monitoring for quality assurance purposes.

Clinical Audit Policy V5.0
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Each project submitted on AMaT will be reviewed and approved by the
relevant Specialty Clinical Audit lead and the Clinical Effectiveness Team.

Every clinical audit should have clearly stated objectives. The audit should
measure performance against standards for process and outcomes that are
based on the best available evidence, e.g. NICE guidance or GIRFT
recommendations.

Clinical audits must always be conducted within an ethical framework. The
process of determining the choice of clinical audits projects and the way
patient samples are selected should not inadvertently discriminate against any
groups in society based on their race, disability, gender, age, sexual
orientation, religion or beliefs. Any person who has concerns regarding the
ethics of clinical audit activity within the trust should refer them in the first
instance to the Head of Clinical Effectiveness.

All clinical audits quality improvement projects and service evaluations must
adhere to the trusts information governance policies and standards, paying
special attention to the Data protection act and Caldicott principles.

Form for Caldicott Approval
https://forms.office.com/e/7muw7zbLat?origin=IprLink

6.3. Process for disseminating Audit results / reports / actions.

All priority 1 audits are required to be presented at the Clinical Effectiveness
Group meeting. This is to be done in a paper, with the required Clinical Audit
reporting template (see appendix 6 for template).

Once a round of data collection has been completed and the data has been
analysed, the results and findings should be presented at a specialty level
audit meeting, for discussion, agree of action plans and a commitment to
completing another audit cycle within the designated timeframe.

Recommendations and actions should be specific, measurable, achievable,
relevant and timebound. There must be identified leads for each action.

On publication of a national audit report on the HQIP website, the report along
with and local results that are available, will be sent to the designated clinical
lead for review and identification of actions. Leads are expected to supply a
commentary on recommendations of trust level results and a resulting
SMART action plan to assess any areas of improvement for consideration at
CEG.

The Clinical Effectiveness Team will upload the report and local data to the
prepopulated audit on AMaT.

For clinical audits which do not have recommendations or require an action
plan, e.g. where an audit shows that standards are consistently and
repeatedly being met and practice is effective. For such audits, this must be
recorded in AMaT and will require sign off from the Specialty audit lead or
audit facilitator.
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¢ In all cases where the Risk level recorded in AMaT is Moderate, Major or
Catastrophic the Clinical Effectiveness Manager will be notified. Any risk
issues should be entered into the appropriate corporate or local risk registers
by the most appropriate manager.

e Trust audit activity, both local and national, will be reported in the annual Trust
Quality Account.

6.4. Clinical Audit Training

e Training, awareness and support are available to all staff regarding the Trust’'s
systems and arrangements for participating in clinical audit via the Clinical
Effectiveness intranet website, including guides to using AMaT and links to
external training resources from HQIP.

¢ Clinical audit training will also be provided by the Clinical Effectiveness Team
upon request. This can be in the form of 1:1 or group sessions. Requests can
be made by contacting the team directly on rch-tr.clinicalaudit@nhs.net

6.5. NICE Guidance

e A policy is available regarding the trust process for NICE guidance.

e There is no specific requirement to audit against NICE guidelines or
Interventional procedures, but audit is encouraged to provide evidence
against compliance statements and helps identify any gaps in compliance or
improvement opportunities.

¢ Audit against Quality Standards will form the foundation of specialty clinical
audit programme and feed into any quality improvement plans. Evidence for
compliance may be available from existing national audits or monitoring
processes.

6.6. Data Protection Act, Confidentiality, Caldicott and Ethics.

¢ Clinical Audit by definition does not involve anything being done to patients
other than their normal clinical management, therefore, it does not require
formal ethical approval. However, clinical audit must be performed within an
ethical framework that includes confidentiality of data and results.

¢ Confidentiality and Data Protection Principles

= All data relating to living individuals is subject to conditions of the Data
Protection Act 1998 (DPA) and Caldicott Principles.

= Any staff reviewing patients’ notes for the purposes of collecting data
MUST register their Clinical Audit in line with this policy. Failure to do
so means that permission has not been sought and would breach data
protection principles. By registering the Clinical Audit, the Trust has
assurance that the audit has been reviewed and approved in line with
this policy.
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Data gathered as part of Clinical Audit may contain information that is
confidential, therefore, all data collected for clinical audit purposes
MUST be anonymous through the use of randomly assigned codes at
the time of data collection. Where tracking patients throughout the
audit is necessary, this should be done through the CR or NHS
numbers only.

All data, including codes, whilst in use, should be stored securely, on
Trust devices. Data is most instances is stored with the approved
AMaT system. In exceptional cases, where data collection forms are
being used, all data collection forms must be destroyed, via the
confidential waste process.

If data is subsequently transferred to an electronic medium for
analysis, this data must be completed anonymous and the electronic
data must be stored in line with relevant Trust policies and procedures.

The Clinical Audit lead (proposer) and sponsor are bound by
professional and organisational “Codes of Conduct” and this includes
responsibility for any breaches of confidentiality. It is vital that they
ensure that everyone involved in a Clinical Audit project understands
their role and responsibilities.

All data collected for Clinical Audit purposes must be relevant to the
project aims and objectives and related to the audit criteria on the
registration page. Data extraction outside of this will be contrary to the
DPA and the audit leads/sponsors may/will be liable to disciplinary
action.

Personal medical information / data collected for specified clinical
audits must not be used for any other project as this would contravene
DPA.

Personal medical information / data should not be collected or
reviewed by non-trust staff unless a similar duty of confidentiality is in
place, e.g from the signing of an honorary contract and agreement
given by the Caldicott Guardian.

If you have any queries about the Caldicott approval process, please
contact rcht.caldicottguardian@nhs.net

A form is available via this link which is to be completed prior to
seeking approval from the Caldicott Guardian to assure compliance
against each principle.
https://forms.office.com/e/7Tmuw7zblLgt?origin=IprLink

The national data opt out is a service that lets patients choose that
their confidential patient information is only used for their own
individual care and not for research or planning. All audit leads must
ensure that patients included within local audits have not chosen to opt
out. To check please use the DQU Patient Optout status option on
RADAR or contact the information services team directly.

e Ethical Framework for Clinical Audit
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Clinical Audits should not require formal approval from Research
Ethics Committee. However, one of the principles underpinning Clinical
Audit is that the process should do good and not do harm. Clinical
Audit must always be conducted within the ethical framework.

Publishing of audit results

One of the distinguishing features of Clinical Audit is that the results
are only of relevance to the Trust in which the clinical audit was
undertaken. i.e. the results inform the activities of local clinicians and
teams, rather than influencing clinical practice as a whole. Therefore,
the results of local audits would not ordinarily be considered
appropriate for publication. The methodology used and subsequent
change and improvement cycle may be of interest / educational value
to others.

Clinical Audit Leads and Sponsors must recognise that any data,
outputs or findings generated through Trust-led audit activity remain
the property of the organisation. Therefore, if publication outside the
Trust is being considered, permission must first be sought from the
office of the Chief Medical Officer.

Any proposed publication will be reviewed to ensure accuracy,
alignment with the approved audit proposal, and consideration of
ethical or governance requirements. This review process ensures that
work shared externally meets appropriate quality standards and
complies with relevant regulations, thereby protecting both the integrity
of the audit and the reputation of the Trust.

7. Dissemination and Implementation

7.1. This policy document will be held in the public section of the Documents Library
with unrestricted access, replacing the previous version which will be archived in
accordance with the Trust Information Lifecycle and Corporate Records
Management Policy.

7.2. The Clinical Effectiveness Team co-ordinates the processes covered by this
policy and will ensure that staff involved in the process are aware of their roles
and the requirements of the policy. The Trust Clinical Effectiveness intranet site
administered by the Clinical Effectiveness Team will include a link to the policy.

8. Monitoring compliance and effectiveness

Information
Category

Detail of process and methodology for monitoring
compliance

Element to be
monitored

Recording of actions on AMaT following the completion of an
audit.

Lead

Clinical Effectiveness Team.
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Information Detail of process and methodology for monitoring
Category compliance

The online Audit Management and Tracking System (AMaT) will
be monitored by the Clinical Effectiveness Team — tabs to be

Tool reviewed include Results and Criteria, Conclusions and
Assurance, Key successes and concerns and Action plans.
Frequency Quarterly.
Reporting The report will be presented on a quarterly basis to CEG, QAC
arrangements and ARAC as described on the meeting planner.
Where deficiencies have been identified, the CEG will be asked to
Acting on agree corrective action and ensure that an appropriate lead is
recommendations | made accountable for developing and delivering an action plan
and Lead(s) that addresses these issues. The lead(s) will report back on

progress to CEG.

Required changes to practice will be identified and actioned within

. . 6 months (before the next reporting cycle) and monitored by the
Change in practice | cgg.

and lessons to be — R o
shared Where organisational learning is indicated, this will be

disseminated via the quarterly report for sharing with relevant
stakeholders.

9. Updating and Review

9.1. This policy document will be reviewed no less than every three years or more
frequently following significant process changes or national policy instruction
(NHS/DoH/HQIP).

9.2. Consultation, approval and dissemination of subsequent revisions will follow the
guidance set out in the Trust’s policy for the Development and Management of
Knowledge, Procedural and Web Documents (The policy on Policies).

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 Diversity
And Inclusion Policy or the Equality and Diversity website.

10.2. Equality Impact Assessment:

The Initial Equality Impact Assessment Screening Form is at Appendix 2.
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Appendix 1. Governance Information

Information Category

Detailed Information

Document Title:

Clinical Audit Policy V5.0

This document replaces (exact
title of previous version):

Clinical Audit and NICE Guidance Policy V4.0

Date Issued/Approved: April 2026
Date Valid From: April 2026
Date Valid To: April 2026
Author/Owner: Becky Cooper — Clinical Effectiveness Manager

Contact details:

Rch-tr.clinicalaudit@nhs.net

Brief summary of contents:

This policy outlines:

e The Organisation’s values and beliefs about
clinical audit.

e Working definitions of clinical audit

e Key responsibilities of the staff involved in clinical
audit.

e A best practice framework — systems and
processes.

e Expectations for good governance.

Suggested Keywords:

Audit, Clinical Audit, Quality Improvement,
Monitoring, Outcomes, National Guidance.

Target Audience:

RCHT: Yes
CFT: No
CIOS ICB: No

Executive Director responsible
for Policy:

Chief Medical Officer

Approval route for consultation
and ratification:

Clinical Effectiveness Group, Audit Risk and
Assurance Committee then Trust Board.

Manager confirming approval
processes:

Head of Clinical Effectiveness and Compliance.
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Information Category

Detailed Information

Name of Governance Lead
confirming consultation and
ratification:

Gemma Ball, Head of Clinical Effectiveness and
Compliance.

Links to key external standards:

Care Quality Commission, Essential Standards of
Quality and Safety. Outcome 16: assessing and
monitoring the quality-of-service provision.

Related Documents:

HQIP (2011) New Principles of Best Practice in
Clinical Audit.

New Principles for Best Practice in Clinical Audit.
HQIP. (2020).

NHS Standard Contract (2020/21).
CQC Fundamental Standards of Care.
Health Action (UK Government, 2009).

The National Health Service (Quality Accounts)
Regulations (UK Government, 2010).

Developing a clinical audit policy (HQIP, 2020).

Best Practice in clinical audit (HQIP, 2020).
Developing a clinical audit programme (HQIP, 2020).
RCHT Information Governance Strategy, 2019.

Development and Management of Knowledge,
Procedural and Web Documents Policy (The Policy
on Policies).

Training Need Identified:

Yes. This will be provided by the Clinical
Effectiveness Team.

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

Internet and Intranet

Document Library Folder/Sub
Folder:

Clinical / Patient Safety and Clinical Effectiveness

Version Control Table

Version Changes Made
Date Number Summary of Changes by
08/01/19 V1.0 Previous Clinical Audit policy updated Mandy Gorton,
regarding Trust clinical audit processes and | Clinical
inclusion of Trust processes for NICE Effectiveness
Guidance to make a new policy. Manager
03/07/20 V2.0 Update of policy following publication of Mandy Gorton,
updated national guidance from HQIP Clinical
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Version Changes Made
Date Number Summary of Changes by
Effectiveness
Manager
31/10/22 V3.0 Update of Policy following Audit Southwest | Richard Johnson,
review of Clinical Audit governance Head of Clinical
Effectiveness.
12/05/23 V4.0 Aligned with latest Trust templates and Richard Johnson,
strategy Head of Clinical
Effectiveness.
15/04/26 V5.0 Amended to reflect AMaT and include ASW | Becky Cooper,
recommendations Clinical
Effectiveness
Manager.

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

2000.

All Policies, Strategies and Operating Procedures, including Business Plans, are
to be kept for the lifetime of the organisation plus 6 years.

This document is only valid on the day of printing.

Controlled Document.

This document has been created following the Royal Cornwall Hospitals NHS Trust The
Policy on Policies (Development and Management of Knowledge Procedural and Web

Documents Policy). 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. Quality and Equality Impact Assessment (QEIA)
Form

The QEIA process allows RCHT to monitor the impact of changes to its policies and
services, ensuring that nobody is unduly disadvantaged.

Please ensure you have completed a Quality and Equality Impact Assessment
(QEIA) using this link to complete the form:

E11 QEIA Policy.

For guidance, please see the QEIA Essentials — Quick Reference Guide or contact as
required below:

Equality, Diversity and Inclusion guidance, please contact: rcht.inclusion@nhs.net.

Quality Governance guidance, please contact Jillian Tozer: jillian.tozer3@nhs.net
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Appendix 3. Prioritisation of Clinical Audits

Audit Priority levels

Level and Description

Examples

P1 - NCAPOP/Quality Account

National Clinical Audits, Confidential
Enquiries and CQC obligations.

P1 - Audits required by external
accreditation schemes, e.g., NHSLA Risk
Management

JAG Accreditation, IHEEM
Decontamination and IRMER Audits.

P1 - NICE Technology Appraisals and
Quality Standards (first audit).

Any NICE Quality standards or Technology
appraisals first audits against standard.

P2 - Audits undertaken in response to
serious untoward incidents/adverse
incidents / complaints

Theatre Documentation audits, Sepsis Box
Audits or Re-admission audits.

P2 - NICE Technology Appraisal re-audits

Any NICE TA re-audits

P3 - NICE Clinical Guidelines

Any NICE clinical guidelines audits.

P3 - Regional audit

Audits being undertaken for regional
purposes. Southwest Critical Network
audits or Peninsula wide audits.

P3 - Specialty / Divisional Priority

Audits which the specialty / Division have
highlighted as a priority but does not fit in
any category above.

P4 - Clinical Interest/Service Evaluation

Locally initiated audits not covered by the
above.

The following sets out a hierarchy of importance, with priority 1 being the most important.
This is modified from a model of prioritisation recommended in the HQIP publication,
‘Developing a Clinical Audit Programme’ (2020) available on the HQIP website.

Priority 1 — NCAPOP/Quality Account - The National Clinical Audit and Patients
Outcomes Programme and other national clinical audits relevant to services provided,
and/or where participation must be reported in quality accounts. These audits allow the
Trust to complaint performance with other providers and against nationally agreed
standards. These audits are coordinated through the Clinical Effectiveness Team.

Priority 1 - Audits required by external accreditation schemes, e.g., NHSLA Risk
Management - Priority 1 audits cover activity that must be undertaken to satisfy external
accreditation requirements - such as NHSLA Risk Management or IRMER Regulation -
where evidence of compliance is essential for ongoing certification, governance assurance

and regulatory standing.

Priority 1 - NICE Technology Appraisals and Quality Standards (first audit). Include
first-cycle audits of NICE Technology Appraisals and Quality Standards, undertaken to
provide assurance of initial compliance with nationally mandated evidence-based

guidance.
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P2 - Audits undertaken in response to serious untoward incidents/adverse incidents
| complaints - Internal ‘must do’ clinical audits are based on identified high-risk or high-
profile matters arising locally. Many of these projects will arise from governance issues or
high-profile local initiatives and may include national initiatives with local relevance, without
penalties for non-participation.

They may include:
e Clinical risk issues.

e Audits undertaken in response to serious incidents/adverse incidents /near
misses/complaints, to ensure corrective actions taken to prevent a recurrence have
been implemented.

P2 - NICE Technology Appraisal re-audits — reaudits undertaken to provide assurance
of continued compliance with nationally mandated evidence-based guidance.

P3 - NICE Clinical Guidelines Audits undertake against NICE Clinical Guidelines. To be
linked to guideline during audit registration process.

P3 - Regional audit — Clinical Audits that are undertaken as part of clinical specialty
networks or regional clinical audit networks.

P3 - Specialty / Divisional Priority priorities may include:
e Local clinical interest audit agreed by the specialty/Division/service as a priority

e National audits where participation is not required to be reported in Quality
Accounts

P4 Clinical Interest/Service Evaluation — The priories set up above should not stifle
projects that emerge during the year that contribute to improvements in care. Some of
these projects registered later in the year will slot into one of the above categories.
However, there will be several projects that will not fall into any of the above priorities. It is
fully recognised that there is a need to maintain a degree of locally initiated projects.
These projects often cannot be determined at the outset of the financial year. They
represent innovative ideas from clinicians and can provide valuable educational evidence
for junior staff. All projects in the category must still meet priorities and be agreed with the
specialty audit lead.
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Appendix 4. Clinical Audit escalation arrangements

Requirement Timing Escalation arrangement
Presenting all priority 1 - 6 months ¢ Division leadership team.
NCAPOP/Quality Account
audits at CEG. When a national ¢ All omissions are
audit is published, this will be recorded.
presented by the clinical lead at
CEG e The omissions are
reported through CEG.
CEG presentation to use 6 months ¢ Division leadership team.
required template. a standard
template has been agreed that e All omissions are
summarises the audits and sets recorded.
SMART actions. Opportunities for
wider learning are also required. e The omissions are
reported through CEG.
Agreed actions not completed | 3 months e Division leadership team.
by their due date. Each SMART
action sets out what evidence is ¢ All omissions are
needed and the due date. recorded.
e The omissions are
reported through CEG.
Divisions / Specialties 3 months ¢ Division leadership team.

assurance report to be
presented to CEG. each Care
Group / Division / Specialty
should submit a standardised
assurance report to the Clinical
Effectiveness group detailing
audit progress, action tracking
and outcomes/key messages of
planned audits within the period.

e All omissions are
recorded.

e The omissions are
reported through CEG.
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Appendix 5. Clinical Audit — National Audit Publications and
CEG reporting — Standard Operating Procedure

Reports from national audits overseen/contracted by HQIP (audits on the NCAPOP —
National Clinical Audit and Patient Outcomes Programme) are published mid-month on the
HQIP site, they also send out a newsletter.

1. To access the report:

e Go to HQIP site https://www.hqgip.org.uk/

e At the top of the page click on ‘Resources’

¢ In the ‘Resource Type’ box select ‘Reports’ and it will filter to national audit reports
only

¢ Clicking on one of the thumbnails will take you to a page where you can download
the report

= This will only be the overarching national report, the majority of national audits
also publish trust or service level results, you will have to go to the website of
the audit to find any additional reports (just google the name of the audit).
2.  Folder Structure
¢ National audit publications are saved in folders under the appropriate year in:
S:\RCH-QSC\QSC\WIP\Clinical Effectiveness\Clinical Audit Activity\National
Audits\O-NCA for reporting
e The national audit publication tracker spreadsheet is also saved in this folder

e Go into the current year folder and each publication is saved in a separate folder
named with the date of publication and the acronym for the audit.

e Set up a folder for a new publication and save all reports and communications in
that folder.

3. National Audit publication tracker spreadsheet

e S:\RCH-QSC\QSC\WIP\Clinical Effectiveness\Clinical Audit Activity\National
Audits\O-NCA for reporting

e When you set up a new folder for an audit publication add a line into the tracker
e Complete other columns - including date planned for CEG

e There is a different tab for each financial year
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4.  Saving reports to AMaT
e AMaT have all national audits prepopulated in the system. Each audit will be
marked as relevant and participating at the start of each reporting cycle by the
clinical effectiveness team. Reports and local data are to be added to results and
criteria tab.
5. CEG Paper requests

e Send out an email request to the clinical lead, copying in the Divisional
governance / Group / Audit Lead as appropriate

e Previous email requests are in the individual audit folders

e Attach any of the reports you have been able to find — general national report and
any local reports/spreadsheets etc

¢ Attach the meeting report template
¢ Update the national audit publication tracker as appropriate

e If the resulting paper is sent to you save it both in the national audit’s folder and
the CEG meeting folder and update the tracker.

e Check the paper when it is sent back to see if it needs any formatting and to check
the SMART actions table has been completed

6. After CEG
e Add actions from the papers to the action plans tab in AMaT.

e Ensure all relevant action leads are aware.
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Appendix 6. Clinical Effectiveness Assurance report template.

Please contact rcht.clinicaleffectiveness@nhs.net to access form

NHS

Royal Cornwall Hospitals
NHS Trust

Clinical Effectiveness Group Assurance Report — Care Group Reporting Template

Section 1
Care Group
Reporting Period alfoz/a3/f a4
Report Author
Date Submitted 26/02/2026

Section 2 Overall Delivery ot che Clinig¥l Audit Plan

Category Taotal Compl on Track Behind schedule | Mot Started

F1 sudits

F2Z audits

ather audits

Marrative summary: {Owerall status, achievements, challenges, risks]

Section 3 — Progress of the Clinical Audit Plan

Audit Title Friority Stage Expacted Statu. RAG) Comments
Completion
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Section 4 — Changes to the Clinical Audit Plan

4,1 — Additions [ Mew

Audit Title Fricrity REason Date add=d

4,2 Removals f Canc led
Audit Title P\ rity ‘ RE&s0n Impacty/Mitization

4.3 Deferred ;
Audit Title Priority “4& Reason
|

Section 5 — Audit Actions Progress

Total Actions Open

Actions Cverdus

Actions On Track

Actions Closed This Pericd

Commeants

Audit Title | Action 1D Action Jamer Due Date Status Evidence/Update
Description (RG]

Section 6 — Key Risks & Escalations
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Risk / Issue

Impact

Mitigation

Support Regquired

A\

Section 7 — Declaration

| confirm this report reflects the current status of th

-

V4

| I#Gn:lu p'z Clinical Audit #lan,

Name

Rale

K
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