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Overview


In 2009, HQIP commissioned and published a series of products to support clinical audit staff working in NHS Trusts. They included templates for clinical audit policy and strategy, and guidance on compiling and managing the annual clinical audit programme. The products were well received and many NHS Trusts and other healthcare providers have used them as a basis for formulating their own policies, strategies and programmes. However since 2009 there have been many changes in both the statutory and mandatory framework which regulates the use of clinical audit, and in the structure of the NHS in England. Some of these changes are still in progress and many – particularly those relating to the commissioning of healthcare – are still subject to parliamentary approval and detailed planning. In the light of these changes HQIP has reviewed all of its products and most have now been re-issued. 

This product guides healthcare providers on the formulation of an organisational policy on clinical audit. HQIP considers that three documents are necessary for the proper management of clinical audit within healthcare providers. 
· A clinical audit policy, which sets out the principles, roles and responsibilities and practices which the healthcare provider will follow in auditing clinical practice. 

· A clinical audit strategy, which describes how the healthcare provider will implement the policy, use clinical audit to improve the quality of services which it provides and meet the demands of healthcare regulators, healthcare commissioners, patients and others.

· A clinical audit programme – a prioritised summary of clinical audit activity and outcomes which is regularly updated and scrutinised in accordance with the healthcare providers clinical audit policy.

 These three documents are intimately linked, so this product should be read in conjunction with the HQIP guidance on formulating a clinical audit strategy, and the clinical audit programme guidance. 
A review of clinical audit documentation published by a number of NHS trusts prior to 2009 suggested that many used the terms ‘policy’ and ‘strategy’ interchangeably, i.e. the content included by one organisation within its policy is mirrored in another organisation’s strategy. There should be a degree of overlap between a clinical audit policy and a strategy, for example, both documents need to state the organisation’s working definition of clinical audit. However, they are otherwise distinct documents with different purposes. 

A clinical audit policy should exist to support and underpin the vision for development set out in the clinical audit strategy. A coordinated approach should therefore be taken to developing these two documents.  

At its core, a clinical audit policy should describe:

· the organisation’s values and beliefs about clinical audit

· a working definition of clinical audit

· a best practice framework: how this organisation practices/does clinical audit and its systems and processes

· standards for good governance.
This policy template can be used as a stand-alone document or adapted for inclusion within a wider policy (e.g. governance, assurance, quality, etc). All healthcare providers who are NHS Litigation Authority (NHSLA) scheme members must have an approved documented process for developing organisation-wide procedural documents, and this process should be followed in developing a clinical audit policy. Other formatting and presentational considerations not covered by this template may therefore include:

· version control and document development history

· executive summary

· equality impact assessment

· a statement relating to the implications of failing to follow the policy.

This template provides a recommended approach, in many cases including examples of text; however both the framework and the examples are intended to be adaptable for local use.
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1
National context


1.1
 Statutory and mandatory requirements for clinical audit
It is suggested that the clinical audit policy document begins with a description of the national policy context within which clinical audit is practised. A summary of the key statutory and mandatory requirements is available on the HQIP website http://www.hqip.org.uk/assets/Guidance/Statutory-and-mandatory-requirements-for-Clinical-Audit-07.12.2011.pdf and will be updated as necessary. The example text given below is based on requirements current in January 2012, including NHSLA requirements for 2012/2013.
Example text:

When carried out in accordance with best practice standards, clinical audit:

· Provides assurance of compliance with clinical standards;

· Identifies and minimises risk, waste and inefficiencies;

· Improves the quality of care and patient outcomes.

The importance which the Department of Health and healthcare regulators attach to effective clinical audit is shown by the extent to which participation in national and local clinical audit is now a statutory and contractual requirement for healthcare providers.

The NHS standard contracts for acute hospital, mental health, community and ambulance services which came into effect in April 2011 cover agreements between commissioners and all providers delivering NHS funded services.  The contract terms apply to new agreements from April 2011 for (NHS Trusts / NHS Foundation Trusts /  Independent Sector providers Charitable and Voluntary sectors / Social Enterprises) (DELETE AS APPROPRIATE) including services provided by (INSERT NAME OF TRUST/ORGANISATION)  Providers must participate in the National Clinical Audit Patients Outcome Programme audits which are relevant to the services they provide and must implement all relevant recommendations of any appropriate clinical audit. 

In addition to this contractual requirement, the regulatory framework operated by the Care Quality Commission (CQC) requires registered healthcare providers to regularly assess and monitor the quality of the services provided. They must use the findings from clinical and other audits, including those undertaken at a national level, and national service reviews to ensure that action is taken to protect people who use services from risks associated with unsafe care, treatment and support. They must also ensure healthcare professionals are enabled to participate in clinical audit in order to satisfy the demands of the relevant professional bodies (for example, for revalidation), 

(FOR FOUNDATION TRUSTS ONLY)  The Board is required by Monitor to certify that they have effective arrangements in place for the purpose of monitoring and continually improving the quality of healthcare provided to patients, and must therefore ensure they have in place systems processes and procedures to monitor, audit and improve quality.

(FOR TRUSTS WHICH ARE REQUIRED TO PRODUCE QUALITY ACCOUNTS) Under the Health Act 2009, the Trust is required to produce an annual Quality Account, which must include information on participation in national and local clinical audits, and the actions which have been taken as a consequence to improve the services we provide.

From April 2012, the NHS Litigation Authority (NHSLA) requires all scheme members to have ‘an approved documented process for making sure that all clinical audits are undertaken, completed and reported on in a systematic manner’. As a minimum, the approved documentation must include a description of the:

a) duties

b) how the organisation sets priorities for audit, including local and national requirements 

c) requirement that audits are conducted in line with the approved process for audit
d) how audit reports are shared

e) format for all audit reports, including methodology, conclusions, action plans, etc.

f) how the organisation makes improvements

g) how the organisation monitors action plans and carries out re-audits

h) how the organisation monitors compliance with all of the above.

This policy is designed to fulfil these requirements, and all staff are required to ensure that any clinical audits they undertake are conducted in line with this policy.
2
Purpose of this policy

2.1 
Statement of purpose

It is suggested that the organisation agrees a local statement, expressed in broad terms, summarising the overall purpose of the policy (i.e. as distinct from describing the purpose of clinical audit).

Example statements:

 The purpose of this policy is to set out a framework for the conduct of clinical audit within the Trust. It provides standards and guidance for all staff participating in clinical audit activities. It includes the Trust’s procedures and expectations:

· for registering and approving clinical audit project proposals;

· for developing and designing clinical audit projects;

and sets out the support that is available from the Clinical Audit Team. All clinical audit activity undertaken in the Trust must comply with the requirements of this policy”

“The purpose of this Clinical Audit Policy is to maintain and support a culture of best practice in the management and delivery of clinical audit within the Trust.”

“The purpose of this policy is to develop and sustain a culture of best practice in clinical audit. The policy clarifies the roles and responsibilities of all staff engaged in clinical audit activities.”

“This policy sets out the rationale for undertaking clinical audit and establishes the procedures to be followed.”

2.2
Improvement and assurance

The organisation may want to include a statement confirming its position on the role of clinical audit in driving quality improvement and providing quality assurance.

Example statement:

“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. 

The Trust considers that the prime responsibility for auditing clinical care lies with the clinicians who provide that care. The Trust is committed to supporting clinicians who carry out clinical audit by providing advice and assistance from appropriately trained and experienced clinical audit staff, and advice and training in clinical audit processes and practice. Appropriate advice and training will also be made available to non-clinical staff and patients who may be involved in clinical audit projects.

In addition, the Trust is committed to ensuring that:

· It participates in all national clinical audits, national confidential enquiries and inquiries and service reviews which are relevant to the services which it provides

· All clinical audit activity within the trust, or conducted in partnership with external bodies, is registered and conforms to nationally agreed best practice standards (see ‘Criteria and Indicators for Best Practice in Clinical Audit’, HQIP 2009)

· The annual programme of clinical audit activity meets the requirements of the Board Assurance Framework, and includes all of the clinical audits necessary to meet regulatory and commissioner requirements 
· Adequate records of the clinical audit annual programme, individual clinical audit projects and reviews of the results of national clinical audits, national confidential enquiries and inquiries and service reviews are maintained in order to demonstrate compliance with regulatory and other requirements.

3
Definitions

3.1 
Locally accepted definition of clinical audit

An essential section of the policy document which needs to be locally determined but should reflect nationally agreed best practice definitions. The organisation may wish to include a visual description of the clinical audit cycle. 
Example
Clinical audit is a quality improvement cycle 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.  (HQIP ‘New Principles for Best Practice in Clinical Audit’. Radcliffe Publishing, 2011) 

3.2 
Other definitions may be included if appropriate.

4
Scope


4.1
The target audience

This section should establish/define the target audience for the policy. It would be usual to include a statement making it clear that the policy applies to anyone engaged in the clinical audit process under the auspices of the organisation, so including students, volunteers and patients, as well as staff.  

Example text:

This policy applies to anyone engaged in the clinical audit process under the auspices of the Trust. This includes: 

· all staff, both clinical and non-clinical, including staff on short-term or honorary contracts

· students and trainees in any discipline

· patients, carers, volunteers and members of the public.

This policy also applies when clinical audit is undertaken jointly across organisational boundaries.
4.2
Multi-disciplinary and multi-professional audit, and partnership working with other organisations 

Multi-disciplinary and cross-organisational working are hallmarks of good clinical audit practice. The policy should include a statement underlining organisational commitment to these approaches. Reference may be made to the HQIP ‘Guide to Facilitating Audit across Different Care Settings’: http://hqip.org.uk/assets/LQIT-uploads/Guidance-0112/HQIP-CA-PD-029-251111-Guide-to-Facilitating-Clinical-Audit-across-Different-Care-Settings.pdf
Example statements:

“The Trust encourages clinical audit undertaken jointly across professions and across organisational boundaries. Partnership working with other local and regional organisations will be encouraged where improvements to the patient journey may be identified through shared clinical audit activity.”

“The Trust supports collaboration on multi- professional clinical audits of interest to other parts of the local health economy, both within and outside of the NHS e.g. primary/secondary care, local authorities, independent health and social care providers etc.” 

4.3
Involving patients and the public

Patients and carers often assess quality of care in different ways to healthcare professionals: they can provide a unique perspective based on their personal experience and can help design services around patient needs. This section of the policy should set out the organisation’s chosen approach to involving patients and the public (including Members, in the case of Foundation Trusts) in the clinical audit process. Involvement might range from passive input (e.g. the organisation decides to audit an issue highlighted by patient complaints), to active engagement (e.g. direct involvement of patients on programme steering groups or in any or all aspects of the clinical audit project cycle).

Note: it is important to distinguish between patient surveys undertaken for clinical audit purposes (i.e. to determine whether a clinical standard has been met) and those undertaken for other purposes (e.g. to determine patient satisfaction, etc). It is of course possible that a patient survey may address clinical standards and patient satisfaction. In either case representatives from the target group should be actively involved in the design of any survey carried out.
Reference might be made to the published HQIP guidance on patient and public engagement: http://hqip.org.uk/patient-and-public-engagement-2/ and to other trust policies which address patient and public engagement.

Example statements:

“The Trust promotes a commitment to the principle of involving patients/carers in the clinical audit process either indirectly through the use of patient surveys/questionnaires or directly through participation of identified individuals on project steering groups or patient forums.”

4.4
Involving medical students and F1/F2 doctors

Some organisations (e.g. Teaching Trusts in particular) may wish to include a statement underlining their commitment to collaborative working with local academic bodies. For example, Year 3 and Year 5 medical students may choose clinical audit for their Student Selected Component (SSC) study module. Where this is the case, the organisation may wish to outline its approach to allocating projects to students (or vice versa).

Relevant organisations may also wish to set out a policy position in terms of their expectations for F1/F2 doctors’ participation in clinical audit. HQIP has published guidance on involving junior doctors in clinical audit, which includes a template policy: http://hqip.org.uk/junior-doctors-and-clinical-audit/. This may be used as a stand-alone policy, incorporated into this clinical audit policy, or built into wider policies on training. 

5
Duties and responsibilities


5.1
Identifying key staff and committees

This section should outline the key staff and committees in the organisation that have a responsibility for clinical audit. For example:

· Who is the executive/board lead and what are this person’s responsibilities in respect of 
clinical audit?

· Who is the operational lead for the clinical audit? (i.e. who fulfils the role of clinical audit 
manager?)
·  Is there a central clinical audit team, and if so what is its composition? What are the duties of clinical audit staff?

· Who is responsible for providing and co-ordinating clinical audit training? 
· Which committee has prime responsibility for clinical audit practice and what exactly is its 
role? (e.g. is there is a Clinical Audit Committee? Clinical Governance Committee? Patient Safety and Quality Committee?). What are the routes of escalation for 
concerns raised by these committees?

· Are there designated clinical leads and facilitators in clinical divisions/directorates/ 
services, and what is their function?

· Who has responsibility for ethical oversight of clinical audit? 

5.2
Roles and responsibilities

Details of duties and responsibilities may be summarised in the policy document, or full role descriptions, lines of accountability, and terms of reference might be included as appendices. 

Individuals and committees whose duties should be described in this section include:

Chief Executive

Roles and responsibilities of the chief executive in relation to effective prioritisation for participation in national audit and decisions about local audit should be documented.
Example statements:

“The Chief Executive is responsible for the statutory duty of quality and takes overall responsibility for this policy.”

Trust Board
Roles and responsibilities of the trust board in relation to effective prioritisation for participation in national audit and decisions about local audit should be documented. The HQIP document: Clinical audit: A simple guide for NHS boards (2009) is available at http://hqip.org.uk/assets/Guidance/HQIP-Clinical-Audit-Simple-Guide-online1.pdf.
Committees/Groups
Roles and responsibilities of the committees/groups that are involved in the prioritisation for participation in national audit and decisions about local audit and subsequent review of reports and re-audits should be documented.  It should describe the method of communication from corporate to local areas, the process for recording/disseminating the information and the process for the review of audit results and how the implementation of change will be supported and managed.  This section should also set out the committee(s) that have responsibility for ethical considerations. 

An example Terms of Reference for a Clinical Audit Committee is included at Appendix 1.

Example statement:

“The Clinical Audit Committee is the corporate committee tasked with overseeing the Trust’s clinical audit activities.”

Nominated Director(s)
Roles and responsibilities of the nominated director(s) with responsibility for effective prioritisation for participation in national audit and decisions about local clinical audit should be documented.
Medical Director(s)

Roles and responsibilities of the medical director(s) and their involvement in national and local audit should be documented. 

Example statement:

“The executive/board lead for clinical audit is the Medical Director. His/her responsibilities in respect of clinical audit are:

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

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

· To ensure this policy is implemented across all clinical areas

· 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” 

Senior Manager(s) / Managers
Roles and responsibilities of the senior manager(s) and their involvement in national and local audit should be documented. The policy document may also include a clear statement of intention to work in partnership with clinical managers. It is particularly important to involve managers if the anticipated outcome of a clinical audit project raises resource implications.
Example statement:

“Managers are responsible for ensuring that service development and delivery is underpinned by clinical audit and forms part of Continuing Professional Development.”

Clinical Audit and Effectiveness Department

Roles and responsibilities of the clinical audit and effectiveness department should be documented. This section may be used to set out the clinical audit principles that staff conducting clinical audits will be expected to follow. This should also be utilised for non-clinical audits that test the standards set out in the organisation’s approved documents.

Clinical Audit Manager

Roles and responsibilities of the manager responsible for clinical audit and their involvement in national and local clinical audit should be documented.

Clinical Directors / Clinician Lead(s) for Clinical Audit
Roles and responsibilities of clinical audit lead(s) and their involvement in national and local clinical audit should be documented. See HQIP ‘Guide for Clinical Audit Leads’, http://www.hqip.org.uk/assets/Guide-for-clinical-audit-leads-21-Mar-11.pdf 
Example statement:

“All Clinical Directors must ensure that a senior clinician within their directorate is nominated as the Directorate Lead for Clinical Audit (they may choose to take on this role themselves). The responsibilities of the Directorate Leads for Clinical Audit are:

· To ensure that this policy is implemented throughout their directorate.

· To ensure that all clinical audit activity within their directorate is registered and complies with nationally accepted best practice standards

· To ensure that their Directorate participates in all national clinical audits, national confidential enquiries and inquiries and service reviews which are relevant to the services which it provides

· To work with clinicians, service managers, Divisional Governance and Quality Managers and clinical audit staff to ensure that the clinical audit programme for their directorate meets all clinical, statutory, regulatory, commissioning and other Trust requirements.”

Individuals
This section should define the responsibilities of all clinical staff and any other staff who are involved in the clinical audit process. 

Example statement:

 “All staff employed by the trust have a responsibility for the quality of the service which they provide, and all clinically qualified staff are individually accountable for ensuring they audit their own practice in accordance with their professional codes of conduct and in line with the standards set out within this document.”

Note: If the organisation has a Code of Conduct for staff participating in clinical audit activities, this could be referenced in this section of the policy.

6
Conduct of clinical audit

This section should outline how the organisation’s clinical audit programme will be developed, and the principles which will be followed in the conduct of clinical audits. 

6.1
Agreeing an annual programme of activity

This section should provide details of the annual process by which an organisation-wide programme of clinical audit activity is determined. Good practice usually dictates that such programmes are identified through a process of considering both ‘bottom up’ (via clinical staff/services, patients, etc) and ‘top down’ (via Trust committees, business groups or external/commissioner) requirements. 

The organisation should adopt an overarching system for categorising/grading clinical audit proposals to ensure clarity about ‘must do’ activity.

The organisation may wish to include a specific statement clarifying its policy approach in respect of national audits. For example, one organisation may determine that it will treat all projects described as ‘national audits’ as priorities; another may decide to focus its resources on those national projects contained within the National Clinical Audit and Patient Outcomes Programme. This is for each organisation to determine. More information and ideas can be found in the HQIP ‘Clinical Audit Programme Guidance’. 
It is important to remember that in order to meet the NHSLA requirements, the processes described in this policy must be both implemented and monitored, so that any shortfalls revealed by monitoring, either at an organisational level or within particular clinical divisions or operating units, can be addressed.
It would be expected that the proposed annual programme would be ratified by the organisation’s Board or an appropriate sub-committee. The policy documents should include a statement to this effect. More detailed guidance on the process of developing an annual clinical audit programme is given in HQIP ‘Clinical Audit Programme Guidance’ (see: http://hqip.org.uk/clinical-audit-resources-3/)
Example statements:

“Prior to the start of every financial year, the Trust will agree an appropriate planned programme of clinical audit activity. This programme should meet the Trust’s corporate requirements for assurance, but must be owned by clinical services.”

6.2
Working with commissioners

The policy should include a statement outlining how the provider organisation will consult/work collaboratively with its commissioners, e.g. in determining programmes of activity, etc. HQIP anticipates issuing further guidance on commissioning and clinical audit as the new commissioning regime comes into force.

6.3
Choosing and prioritising local clinical audit topics

It is important for the organisation to maintain a strategic overview of how clinical audit time and resources are being used to deliver improvement and assurance according to the relative emphasis it chooses to place on these areas (see paragraph 3.2). Alongside mandatory activity, the organisation will need a way of determining how other project work is prioritised and this process should be outlined in the policy. See HQIP ‘Clinical Audit Programme Guidance’
Example statements:

“The Trust is committed to supporting other locally determined clinical audit activity as a significant contributor to the continuous process of service improvement. It is acknowledged that individual clinicians may initiate a clinical audit project on the basis of personal interest, personal development or as part of an educational or training programme. It is important that these are registered with the Trust and reported through existing clinical governance structures to maximise organisational learning.”

6.4
Systems for registering and approving audits

This section should describe the organisation’s requirements for how clinical audit projects will be registered and approved prior to data collection commencing. The existence of such a system should be non-negotiable and it is assumed that the organisation will have adopted a system of project proposal documentation (either hard copy or electronic). A copy of any proposal forms may be included as an appendix to the policy. 

Example statements:

“For each clinical audit project that is undertaken, an audit proposal form must be completed by the project lead and approved by the Clinical Audit steering group.”

“All clinical audit activity must be registered with the Clinical Audit Department irrespective of the level of facilitation being requested of the Department.”

The organisation may have a separate system for approving patient and public involvement activities, and if so, this should be described here. For example, depending on the system the organisation has adopted, a clinical audit project which includes a patient survey may require approval from clinical audit leads and from a patient survey panel.

6.5
Use of databases
Most organisations will maintain some form of central/corporate database with details of clinical audit activity. If so, the policy might include a section explaining what records will be held on this database, how the information will be used and who will have access to it, and how clinical audit project reports are stored corporately for assurance purposes. 

Example statement:

“Data provided on registration will be used to compile a database of all clinical audit activity undertaken throughout the Trust. This database will be updated regularly by the Clinical Audit Manager and will be used to report to the Clinical Audit Committee on the progress of the annual clinical audit programme. The format and content of the databases will be subject to review and approval by the Clinical Audit Committee.”  

6.6 
The use of standards (or criteria) in clinical audit
By definition, clinical audit involves measuring clinical practice against predetermined standards of best practice. This section of the policy should make clear the organisation’s expectations in respect of the use of standards in clinical audit and how those standards should be presented. For example, the organisation may take the view that project proposals which do not involve standards will not be registered as clinical audit. If so, this position should be documented in the policy. Publications such as ‘New Principles for Best Practice in Clinical Audit’ (see: http://www.radcliffe-oxford.com/books/bookdetail.aspx?ISBN=9781846192210)
set out a familiar model for how standards should be constructed. If project proposal paperwork is included as an appendix, this would normally include the organisation’s required model for expressing standards.

If the organisation has a policy position on acceptable levels of evidence which should be used to formulate local standards, this too could be articulated in the document. 

This section should also describe how the organisation will ensure that the standards that are audited are appropriate and give useful and effective results.  It should explain how the organisation will ensure that each policy, procedure, guideline, protocol or any other auditable document will be interrogated thoroughly so that the standards or criteria contained within it are used to determine the audit questions set.  This should ensure that all clinical audits undertaken actually test the correct standards or criteria and thus give meaningful results. This is essential if audits are to be used to provide evidence of compliance with NHSLA standards.
6.7
Reporting

This section should give details of how the results of clinical audit will be reported to the organisation’s management and governance leads, as well as to relevant clinicians. The policy should specify minimum reporting requirements for all clinical audits. If the Trust uses a standardised template for reporting, this should be provided as an appendix to the policy. See HQIP ‘Template for Clinical Audit Report’. 

6.8
Dissemination

The organisation should set out corporate expectations for how the findings set out in clinical audit reports will be shared and debated. For example, the organisation may wish to set out a policy position regarding clinical audit/governance meetings and forums.

Example statements:

“Regular summary reports, together with recommendations, should be communicated to all relevant areas of the organisation and Trust committees.  A successful audit in one area may be transferable to other parts of the organisation.”

“The Clinical Effectiveness Group will review all summary reports on completion of the project”.

“Once a round of data collection has been completed and the data has been analysed, the results should be presented at specialty audit meetings where the findings should be discussed, action plans agreed and a commitment to re-audit made in a designated time”.

6.9
Action plans for improvement
The main purpose of clinical audit is to deliver improvements in clinical practice. Where the initial results of a clinical audit indicate sub-optimal practice, an action plan must be developed and implemented. A systematic approach to the development and implementation of clinical audit action plans is therefore strongly advised and should be articulated in the policy. If a standard action plan format is to be used throughout the organization it should be provided as an appendix to the policy (see HQIP ‘Template Clinical Audit Report’).  Additional advice on the development and use of action plans can be found in ‘New Principles of Best Practice in Clinical Audit’ (HQIP 2011) 

Example statements:

“Action plans should be specific, measurable and achievable/realistic. They must have clear implementation timescales with identified leads for each action. Action plans should also have been approved by the relevant head of service or department.”

“Not all clinical audits will require an action plan e.g. where an audit shows that standards are being met or guidance followed. For such audits there should be an explicit statement saying ‘no further action required’ in the audit summary report and a reason given for no re-audit.”

The organisation should also include an overall statement explaining the process by which it will receive assurances that action plans have been completed, and how it will monitor whether service improvements have resulted. 

Example statements:

 “The Clinical Audit Committee will monitor the implementation of actions, ensuring that any identified changes are incorporated into relevant business plans as appropriate.”

6.10
Re-audit

Re-audit is an important stage in the audit cycle. It determines whether agreed actions have been implemented according to the action plan. If the organisation has a policy position on the use of re-audit, this should be included here. For example, one organisation may take the approach that a certain proportion of its annual clinical audit programme should be accounted for by re-audit; another may have a policy approach whereby all first audits with a corresponding action plan should lead to re-audit. This is a matter for each organisation to determine.

6.11
Clinical audit annual report

The organisation may also wish to include in this section information regarding the content of the clinical audit annual report and how this document will be approved, disseminated and publicised.

An example format for an annual report is attached as Appendix 2.

7.
Governance and ethics

7.1
Ethics and consent

By definition, clinical audit projects should not require formal approval from a 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 an ethical framework and a statement to this effect could be included in the policy.

The ethical framework should consider the following four principles: 

1. There is a benefit to existing or future patients or others that outweighs potential burdens or risks.

2. Each patient’s right to self-determination is respected.

3. Each patient’s privacy and confidentiality are preserved.

4. The activity is fairly distributed across patient groups.

See, Guide on Ethics and Clinical Audit available from HQIP.

The policy should identify individuals and committees within the organisation who have responsibility for ethical oversight of the clinical audit programme. This ethical oversight will include:

· Ensuring that the clinical audit programme is managed efficiently to make best use of resources, and performance management issues associated with poor audit design, poor execution or failure to deliver improvements in patient care are addressed.

· Ensuring that any ethical concerns which arise during the design and planning of individual clinical audits are addressed.

· Ensuring that any instances of serious shortcomings in patient care which come to light through clinical audit are communicated with the clinical director of the service involved at the earliest opportunity, and that appropriate steps are taken to address them.

· Ensuring that risk management issues identified through clinical audit results are addressed in clinical audit action plans, and that those plans are implemented effectively. 

Example text:

‘The Clinical Audit Committee is responsible for the ethical oversight of clinical audit across the organisation and any person who has concerns regarding the ethics of clinical audit should refer them to the Chair of the committee.’

7.2
Equality and diversity

This section should establish the principle that clinical audit practice must take account of equality and diversity issues. For example the organisation must ensure that the process for determining choice of clinical audit projects, and the manner in which project patient samples are drawn up, does not inadvertently discriminate against any groups in society based on their race, disability, gender, age, sexual orientation, religion and belief. If the organisation has rules/expectations about the use of equality impact assessment tools in the context of clinical audit, these should be described here. The organisation might also commit to collecting equality data as part of clinical audits in order to determine whether any particular groups of patients are experiencing variations in practice.

Example text:
‘The Trust aims to ensure that its healthcare and facilities are not discriminatory and, wherever possible, attend to the physical, psychological, spiritual, and social and communication needs of any patient or visitor showing no discrimination on the grounds of ethnic origin or nationality, disability, gender, gender reassignment, marital status, age, sexual orientation, race, trade union activity or political or religious beliefs.

The process for determining choice of clinical audit projects, and the manner in which project patient samples are drawn up, should not inadvertently discriminate against any groups in society based on their race, disability, gender, age, sexual orientation, religion and belief. Any person who has concerns regarding the ethics of clinical audit activity within the Trust should refer them in the first instance to the Clinical Audit Committee, who may require equality impact assessments to be undertaken and / or equality data to be collected as part of clinical audits in order to determine whether any particular groups of patients are experiencing variations in practice.’
7.3
Information governance: collection, storage and retention of data and 
confidentiality

All clinical audits must adhere to NHS Information Governance policies and standards. Audits should pay special attention to the Data Protection Act (1998) and the Caldicott Principles (1997). This means, for example, that data should be:

· adequate, relevant and not excessive

· accurate

· processed for limited purposes

· held securely

· not kept for longer than is necessary.

The organisation should therefore have a policy statement governing the collection, storage and retention of data collected for clinical audit purposes. In determining its policy position, the organisation should consider guidance provided in the Department of Health publication Records Management: NHS Code of Practice (2006) which requires “audit records” to be retained for a period of five years, although the document does not define the term “record” in this context. 

Clinical audit activity must also conform to the requirements of the NHS Confidentiality Code of Practice (2003) which states that “Patients must be made aware that the information they give may be recorded, may be shared in order to provide them with care, and may be used to support local clinical audit” (page 21).  If patients have been so informed, Section 60 of the Health and Social Care Act 2001 makes provision for the collection of patient identifiable data for the purposes of clinical audit; however best practice would always direct an organisation to anonymise clinical audit data unless there was a compelling reason not to do so.

The section of the policy might make reference to expected staff confidentiality in respect of disclosure about discussions which take place at clinical audit meetings. It is also standard practice for clinical audit reports to be anonymised, i.e. not mentioning the names of patients or clinicians (for example where the relative ‘performance’ of different clinicians might otherwise be revealed in a report, the purpose of clinical audit being quality assurance and improvement, not performance management).

This section of the policy should also draw upon wider information management policies which the organisation may have in place and which impact upon clinical audit practice, e.g. rules governing the use of memory sticks, laptops, etc.

7.3.1
Confidentiality agreements

There may be occasions when an organisation engages individuals in its clinical audit activities who are not directly employed by that organisation, e.g. staff who are on honorary contracts, volunteers, indeed patients and the public. It is important that they understand the “rules” which apply to the practice of clinical audit, so training is an important consideration. It is also recommended that individuals in this situation sign a confidentiality agreement, an example of which is provided at Appendix 3.

8
Training and development


8.1
Overall organisational approach

This section may start with contextual information to set out the need for appropriate clinical audit training. It would be usual to include a statement that reflects the organisation’s overall approach to education, training and professional development, and it may make reference to improving clinical audit through improving skills and competence as part of professional development.

Example statements:

“Specific aspects of clinical audit require specialist skills to enable successful clinical audit, for example using the correct clinical audit methodology. This policy sets out how the Trust will ensure that all clinicians and other relevant staff and patients conducting and/or managing clinical audits are given appropriate time, knowledge and skills to facilitate the successful completion of the audit cycle.”

“Improvements in clinical audit education and training are key to the delivery of this policy in order to promote clinical audit activities that are led by healthcare professionals.”  

“Training raises the profile of clinical audit and builds up capacity and capability of all those involved in clinical audit, thus acting as a driver for quality improvement.”  

8.2
Provision of clinical audit training

In light of this, the policy should then proceed to set out the organisation’s specific approach to the provision and development of clinical audit training including due consideration to those identified as part of the scope/audience of the policy in section 4.  This will differ for each organisation. Organisation-specific information on training programmes and schedules may include:

· who will be offered the training — this should include all healthcare professionals who are responsible for auditing the quality of care they deliver 

· who will deliver the training

· the different types/levels of training offered

· the frequency of the training.

Example statements:

“The Trust will make available suitable training, awareness or support programmes to all clinicians regarding the trust's systems and arrangements for participating in clinical audit.  This can be accessed from…”

“There is an ongoing programme of clinical audit training, at different levels, available to all staff to enable them to undertake clinical audit.  This can be accessed from…”

“Appropriate educational resources on clinical audit processes are available through the HQIP website (add hyperlink)…”

“The Trust will provide sufficient and appropriate resources to support and deliver a robust programme of clinical audit for local, regional and national activities via…”

“Bespoke training will be given to groups and individuals on request.”

“Introduction to clinical audit training will be provided on a regular basis to any member of staff.”
“Appropriate training will be made available to any patients and / or members of the public who participate in clinical audit activities”
8.3
Employment and development of clinical audit staff

It is suggested that the policy includes a statement establishing the organisation’s responsibility for employing and developing suitably skilled clinical audit staff. A broad statement setting out the organisation’s approach to the training and development of its clinical audit support staff should also be included.

Regional Clinical Audit networks are in place throughout England and healthcare providers should consider advocating membership of these networks as a route to professional development for clinical audit staff.
Example statement:

“The Trust will employ a team of suitably skilled clinical audit staff to support its programme of clinical audit activity. The Trust will also ensure that staff have access to further relevant training in order to maintain and develop their knowledge and skills.”

“Clinical audit staff will be expected to participate in professional training and development activities including those organised by HQIP and (INSERT NAME OF LOCAL CLINICAL AUIDT NETWORK).”

9
Monitoring 

9.1
Monitoring the effectiveness of clinical audit activity

This section should describe any systems in place to monitor the progress of the organisation’s clinical audit programmes and its outcomes. See HQIP ‘Clinical Audit Programme Guidance’.
9.2
Monitoring the implementation of the policy

In accordance with the requirements of the NHS Litigation Authority (see section 1.1 above and Appendix 4 below), and in common with all policy documentation, the clinical audit policy should also include a section describing how the implementation of the policy will be monitored within the organisation; when and by whom. For example this section might describe how the organisation will monitor whether:

· its lead committee for clinical audit is discharging its responsibilities

· staff are receiving training

· there is a rigorous system for determining what goes into the annual clinical audit programme

· stakeholders are being involved

· projects are approved and registered

· project are standards-based and conducted in line with this policy
· projects are meeting data protection and confidentiality guidelines

· results are being reported and disseminated

· action plans are being agreed and implemented

· timely progress reports are being sent to commissioners.

Sections 9.1 and 9.2 might for example describe the structure and purpose of any reports which are routinely reviewed by the Clinical Audit Committee (or equivalent), the Board (or its sub-committees), or commissioners of services. 

The section should describe:
· Who will perform the monitoring?

· When and how will the monitoring be performed?

· What will happen if any shortfalls are identified?

· Where will the results of the monitoring be reported?

· How will the resulting action plan be progressed and monitored?

Appendix 4 is a table summarising the policy monitoring requirements for NHSLA compliance – completing this table may guide healthcare providers in ensuring that their policy and procedures are compliant.

Appendix 1.  Example terms of reference for a clinical audit committee

Note: The following is an example of how a clinical audit committee’s terms of reference might be described and is provided for purposes of illustration only. In practice each organisation will have a preferred way of expressing terms of reference, and the detail of the document will vary according to local arrangements. 

1

Purpose and responsibilities
1.1 To inform and advise the Board whether the Trust is meeting its contractual obligations to participate in clinical audits, including the National Clinical Audit Patients Outcome Programme and any other national audits where participation must be reported in Quality Accounts. 
1.2 To inform and advise the Board whether clinical audit activity is meeting the expectations of the Care Quality Commission’s  essential standards of quality and safety, for example:

· There are effective processes and systems in place to enable healthcare professionals to participate in clinical audit.

· Clinicians are participating in regular clinical audit.

· The organisation’s clinical audit policy is being adhered to. 

· The organisation’s clinical audit strategy is being delivered.

· Clinical audit is being used appropriately to evaluate compliance with NICE technology appraisals.

· The organisation is participating in relevant national audits.
· The organisation is using the findings from clinical and other audits, including those undertaken at a national level, and national service reviews to ensure that action is taken to protect people who use services from risks associated with unsafe care, treatment and support

1.3 To inform and advise the Board whether clinical audit activity is meeting the requirements of the NHS Litigation Authority (NHSLA) Trusts. The Committee will monitor:

· The operation of the process to compile and prioritise the annual clinical audit programme 

· The process to ensure appropriate standards of performance are audited

· The conduct of clinical audits, including the process for disseminating audit results/reports and the format for audit reports, to ensure audits are conducted in line with this policy
· The process for making improvements, monitoring action plans and carrying out re-audits

Where any deficiencies are identified through this monitoring, the Committee will require the relevant divisions, directorates, clinicians and / or clinical audit staff to develop recommendations and implement actions to remedy the deficiencies. 
1.3 To work collaboratively with the Clinical Audit Manager to:
· ensure appropriate distribution of audit resources with the organisation

· ensure that clinical audit staff have access to relevant and appropriate education and training 

· support clinical audit leads and facilitators in their respective roles.

1.4 
To ensure all clinical audit activity within the Trust is conducted in an ethical manner, and with due regard to equality and diversity issues.

2.
Reporting
2.1 
To receive the following reports:

· annual forward plans for clinical audit activities

· regular updates on the progress of the clinical audit programme including key national audit activity

· Regular reports on the conduct of clinical audits, including:

· Whether stakeholders are being involved

· The use of appropriate clinical standards

· Whether projects are meeting data protection and confidentiality guidelines

· The dissemination of clinical audit results and outcomes and the quality of completed clinical audit reports 

· The agreement and implementation of action plans

· reports on how the organisation’s clinical audit budget is being used

· the draft clinical audit annual report

2.2
To provide the following reports (which will be drafted in the first instance by the Clinical Audit Manager:
· a quarterly progress report to the Board via its Governance Committee

· the Clinical Audit Annual Report to the Board in July each year, including the content for the Trusts Quality Account which relates to clinical audit.
3. Membership of the Committee
Core members of the Clinical Audit Committee will be as follows:

· Chair of Clinical Audit Committee

· Clinical Audit Manager (the Deputy Chair)

· Representatives from each Clinical Division

· Clinical Effectiveness Manager

· Assistant Director of Governance.

Meetings will be deemed to be quorate when the Chair or Deputy Chair is in attendance, supported by representatives from at least three Clinical Divisions. 

4.
Frequency of meetings
The Committee will meet every two months throughout the year. 

Appendix 2
Example Format for the Annual Clinical Audit Report

1
Introduction/background
This section should include information pertaining to the clinical effectiveness/audit department such as the number of staff, backgrounds and experience of employees. It is an opportunity to highlight the achievements of the department during the year and is usually written by the head of department. 

2
Overview/summary of audit activity
This section should contain a broad overview of clinical audit strategy developments in the past year, and information on the way in which strategic objectives have been achieved.
Finally a general summary of audit/service evaluation project statistics (e.g. number of projects registered, number completed etc) for the trust as a whole can be included. This gives the opportunity for comparison with previous years or with other trusts.

In order to avoid duplication of effort, this information can be structured in the same way as the clinical audit section of the Trusts Quality Account. (see the Department of Health Quality Accounts Toolkit:

http://www.dh.gov.uk/en/Healthcare/Qualityandproductivity/Makingqualityhappen/Qualityaccounts/index.htm)
3
Clinical Audit/Effectiveness Committee

This section provides the opportunity for Trusts to outline the mechanisms for reporting and monitoring of clinical audit/effectiveness/governance activity.  It can include a summary of the terms of reference (i.e. the purpose of the Committee, who the Committee report to, members, and Committee responsibilities).

4
Education and training

The content of this section will vary depending on the type of organisation and the size of the clinical audit / clinical governance department.

Can include:

· a summary of types of training and their purpose

· who is the target audience (staff groups and patients/users)

· feedback from training sessions and attendance at those sessions 

if there have been any developments in education and training that year (e.g. new training courses and course materials developed, delivering workshops at national conferences etc).

5
Public involvement

This section can include local initiatives to involve patients in clinical audit. See HQIP ‘Patient and Public Engagement in Clinical Audit’. 
6
Monitoring 

The report should include a section detailing the results of the monitoring activities undertaken in accordance with NHSLA requirements and section 9 of the policy. If this has resulted in the identification of shortfalls, the report should include an action plan, and evidence of actions which have been implemented
7
Recommendations/goals for coming year

Under this heading trusts can give information on key objectives for the next year and clinical audit strategy and development plans. Finally the planned programme for next year and departmental priorities can be outlined.

8
Links with clinical governance

Many trusts do not have a separate clinical audit and clinical governance department and corresponding annual report. This section provides the opportunity to explain how the two areas are linked within your trust and can include the following: 

•
processes for quality improvement (e.g. service review) 

•
processes to support effective audit 

•
NHSLA requirements
•
NPSA requirements (e.g. controlled drugs compliance) 

•
research and development 

•
practice development.

8
Links with other organisations

As patient care usually involves more than one NHS organisation, clinical audit at the interface (e.g. between primary and secondary care trusts) is increasing. A distinguishing feature of interface audit is that there is active involvement from both sides of the interface. A summary of interface audits and audits of patient care pathways can be included in this section.

9
Additional sections relevant to local organisation

The above headings are intended to be generic and applicable to acute, primary care, mental health and ambulance trusts.  In addition to these it is likely that particular sectors will need to provide information on other topics within their annual report. 

10
Detailed information

Each organisation must decide the amount of detailed information which it includes in its annual report, and whether this information should be in the body of the report or in appendices. The following examples might be varied depending on local requirements.

10.1
Directorate/division/sector summaries

This could include:

· name of directorate/division/sector 
summary of activity such as tables of summary statistics.

 For each directorate/division/sector the above table can be supplemented with an example of a project that has led to improvement in practice. This could be clinical audit, practice development or service evaluation and could be a topic of local importance, rather than a trust priority. Inviting audit leads from different sectors to contribute to this section is a way of ensuring each area is represented and encourages participation of clinicians. It is also another way of highlighting to patients the work being done to improve practice in each area.

10.2
Standardised summary reports of clinical audit projects

Some trust clinical audit departments choose to report on every audit project undertaken that year within their annual report, which can result in a very lengthy document.  The alternative is to select projects which are the ones of most interest to trust boards to report on in more detail.
Within the directorate/division/sector summaries there is an opportunity to highlight particular examples of good practice and summarise audit activity, without detailing every project. This should lead to a more user-friendly document that will remain of interest to patients and service users.

 Appendix 3.  Example confidentiality agreement

This declaration must be signed by any person who is not employed by the [name of organisation], or deemed an honorary employee through association with the appropriate department of the [academic body], who will be reviewing patient-related information for the purposes of clinical audit.

Declaration

I hereby declare that I fully understand that all patient-related information to which I have access, whether held on computer or in written form or given to me verbally, is confidential and I undertake never to divulge information to anyone without the authority of a senior member of administrative staff. I understand that this includes the divulging of information to the police.

I also understand that the names, addresses and details of patients contained in any documents or indexes are confidential and must not be accessed or divulged for personal interest or gain, or any other purpose other than healthcare business.

By signing this form I accept that I have been informed that under the provisions of the Data Protection Act 1998, unauthorised disclosure of data may result in personal prosecution.

	Name



	Project title:

	Post:


	Department:

	Email address:

	Mobile/telephone no:

	Signature and date:

	Witnessed by and date:




Appendix 4. Table setting out policy monitoring requirements for NHSLA compliance.

	POLICY MUST DESCRIBE THE:
	FOR EACH ASPECT OF THE POLICY

	
	How will implementation be monitored and how frequently?
	Who is the accountable individual or committee / group responsible for monitoring?
	When and where will the results of monitoring (including the implementation of any actions required to remedy deficiencies) be reported?

	a. duties (of staff in relation to clinical audit)
	
	
	

	b. how the organisation sets priorities for audit, including local and national requirements 


	
	
	

	c.   requirement that audits are conducted in line with the approved process for audit 


	
	
	

	d.   how audit reports are shared
	
	
	

	e.   format for all audit reports, including methodology, conclusions, action plans, etc.


	
	
	

	f.   how the organisation makes improvements


	
	
	

	g.   how the organisation monitors action plans and carries out re-audits


	
	
	


In order to achieve NHSLA level 1, the organisation must have an approved documented process for ensuring that all clinical audits are undertaken, completed and reported on in a systematic manner that is implemented and monitored. The documentation must describe all of the aspects of the process listed above.

In order to achieve NHSLA level 2, the organisation must be able to demonstrate compliance with the objectives set out within the approved documentation described at Level 1, in relation items c. and f. (in bold above).

In order to achieve NHSLA level 3, the organisation must be able to demonstrate that it is monitoring compliance with the minimum requirements contained within the approved documentation described at Level 1, in relation to items c. and f. (in bold above). Where the monitoring has identified deficiencies, there must be evidence that recommendations and action plans have been developed and changes implemented.
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