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1. Introduction

1.1 It is the responsibility of all health professionals to critically review their work to ensure care is given according to the best available evidence.

1.2 Clinical audit is a key tool for identifying opportunities to change practice and to improve the quality of patient care.
1.3 The “New Principles of Best Practice in Clinical Audit” 1 (NPfBP), produced in collaboration by the Healthcare Quality Improvement Partnership (HQIP) and the National Institute for Health and Care Excellence (NICE) defines clinical audit as: -

‘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’ 

1.4 Since the introduction of medical audit in 19892, significant progress has been made to ensure an inclusive multi-disciplinary focus with national reports reinforcing the importance of clinical audit, such as the Keogh Review3 and the Francis Inquiry4. From 2014-15, participation in, and implementing relevant recommendations from, clinical audit has been part of the NHS Standard Contract for providers5 and the statutory and mandatory requirements for clinical audit continue to evolve for the NHS in England6
1.5 National regulation and inspection approaches adopted by the Care Quality Commission through their fundamental standards, has also continued to evolve ensuring providers participate in, report on and learn from their audit findings, both at local and national levels7.
1.6 National publications now also highlight increased understanding of the relationship between clinical audit and other quality improvement activities8 and how these play their part in improving services, ensuring high quality care and how both national and local audit can provide valuable insights into the quality of an organisation as a whole9,10,11
1.7 Clinical audit remains integral to the wider quality improvement agenda, regulation, inspection, registration and professional revalidation processes, and is related to, but not the same as, research or service evaluation. Further detailed information is available from HQIP12.
1.8 This policy provides an outline of NHS Sheffield CCG’s responsibility for monitoring the national priority programme across Sheffield, as well as clarity for those wishing to undertake clinical audit within NHS Sheffield CCG, to ensure that the correct processes are followed and that the actions identified as a result of the audit are implemented in order to improve the quality of patient care.
2. Scope

2.1 Clinical audit is integral to quality improvement as detailed in the previous section.

2.2 Locally, clinical audit is important to NHS Sheffield CCG, particularly in relation to:-

· Managing risk

· Quality improvement e.g. Commissioning for Quality and Innovation  

      (CQUIN)
· Benchmarking

· Quality indicators for contracts and commissioning

· Improving outcomes

· Staff development

2.3 Clinical audit is included in provider contracts, in terms of the requirement to participate in the national audits on the National Clinical Audit and Patient Outcomes Programme (NCAPOP) which forms part of the Sheffield priority programme. Organisations are monitored quarterly on their performance against agreed targets in line with the priority programme. 

3. Duties 

3.1 The NHS Sheffield CCG Clinical Commissioning Committee (CCC) will sign off the Sheffield priority programme and receive an annual report compiled by the Clinical Audit and Effectiveness Team (CAET).

3.2 The Quality Assurance Committee will receive quarterly updates via the Quality Dashboard based upon the priority programme.

3.3 The Chief Nurse will be the organisational clinical lead for clinical audit with formal accountability to the NHS Sheffield CCG Governing Body, supporting the CAET in all matters relating to national and local clinical audit.13
3.4 The Clinical Directors will take an active role in promoting clinical audit and effectiveness across Sheffield, identifying any local audit opportunities and liaising with the CAET on all issues relating to clinical audit and effectiveness.

3.5 The CAET will be responsible for reviewing, consulting on and ensuring the Sheffield priority programme is formally signed off in a timely way in preparation for reporting to commence at the beginning of the financial year. The CAET will manage the quarterly monitoring of the priority programme and be responsible for collating reports for the appropriate groups within NHS Sheffield CCG. The CAET will also be responsible for registering and monitoring the progress of local clinical audit projects on behalf of NHS Sheffield CCG.

4. Sheffield Priority Programme

4.1 The Sheffield priority programme has been in existence for several years and comprises a list of agreed priorities that require provider participation for the forthcoming year. The programme contains national, regional and local priorities. The regional and local projects are usually reviewed and updated on an annual basis depending on changing priorities and include a range of topics, for example, NICE guidance, CQUINs and Safeguarding audits. However, the national priorities on NCAPOP are overseen by HQIP on behalf of NHS England and forms a rolling programme. The audits usually run for a three year period before they are reviewed and either kept on the list or removed so new projects, approved by the Department of Health and Social Care (DH), can be included. Providers are required to report their participation in all national audits, applicable to their Trust, within their Annual Quality Reports / Accounts.

4.2 Due to the three year period of inclusion, the majority of audits on the national programme do not change significantly from one year to the next. In order to ensure the programme accurately reflects all new requirements for the forthcoming year, the existing programme is reviewed and updated annually by CAET. Once complete, the updated programme is shared as a draft for consultation with key individuals, departments and teams within commissioning. Following this, it is then shared with local provider organisations to confirm that it is valid and achievable. It is then submitted to the CCC, sponsored by the Chief Nurse, for formal approval. 

4.3 The Sheffield priority programme includes all projects listed on the Quality Accounts list and NCAPOP. It also includes a range of audits initiated by other key national bodies e.g. Royal Colleges and the Clinical Outcomes Review Programme (CORP) which includes the national confidential enquiries. 

4.4 NHS Sheffield CCG also regards the guidance produced by NICE as a priority, ensuring that any newly released Technology Appraisals, Quality Standards and NICE Guidelines are added into quarterly reporting templates. This guidance forms the clinical effectiveness element of the programme. The reporting templates are sent quarterly to providers to formally record the progress being made with implementation. NHS Sheffield CCG does not stipulate that providers must undertake clinical audits for all NICE guidance, but is willing to accept other forms of robust evidence to support implementation. However, clinical audit data is still recognised as the ‘gold standard’ form of evidence.

4.5 Once approved, the Sheffield priority programme runs throughout the financial year and progress is formally monitored by NHS Sheffield CCG on a quarterly basis. Providers are expected to report progress against each project, as well as submitting more detailed evidence as agreed with NHS Sheffield CCG, which can be from any element of the full audit and effectiveness programme. Formal quarterly meetings are held with each provider, as required, to discuss general progress, as well as any issues or concerns which, if necessary, can also then be escalated at NHS Sheffield CCG Quality Review meetings. Overall this system provides in depth assurance for the commissioner on a number of levels.
4.6 Progress is reported on a quarterly basis via the Quality Dashboard, and via an annual report, to the Quality Assurance Committee. National organisations also generate reports as part of NCAPOP, enabling trusts to benchmark themselves nationally. Providers are also required to report on their levels of participation in national audits within their annual Quality Reports / Accounts, which are then submitted to NHS Sheffield CCG for formal comment. This range of reporting ensures that NHS Sheffield CCG is able to triangulate and validate provider progress against the Sheffield priority programme and more generally against all existing and newly released NICE guidance.

5. Local Clinical Audit within NHS Sheffield CCG
5.1 NHS Sheffield CCG will manage its internal clinical audit activity according to four levels of priority:  
	Level
	Description
	Examples

	1
	National Priority
	NICE, CORP, NCAPOP, DHSC

	2
	Organisational Priority
	Business Plans, Response to Incidents, Risk Management, QIPP

	3
	National Good Practice
	Royal Colleges and Professional Bodies

	4
	Clinician Interest
	Locally initiated audits not covered by the above


Resources will be allocated to audit projects based on the above priorities.
5.2 Although NHS Sheffield CCG is a commissioning organisation, there are a number of functions and teams that need to conduct, or be facilitated to conduct, clinical audits. These are, principally, but not limited to:-

· Medicines Management

· Independent Contractors (Locally Commissioned Services) 
· Infection control

· Safeguarding 
· Continuing Health Care

· Quality in Care Homes 
The organisation is monitored by several national bodies on its activity in these areas.

5.3 Successful and robust delivery of the local clinical audit programme may require collaboration with partner organisations across the local health community. Wherever appropriate, joint working arrangements will be put into place. These will deliver a better and more consistent solution than organisations working individually, as well as making best use of resources.
5.4 When developing audits, clinical staff should at all times work with relevant managers to ensure that the proposed project works alongside any service developments and addresses any national and local priorities that are supported by the service.
5.5 The local audit programme differs from the Sheffield priority programme in that it is not a prescriptive list defined at the beginning of the year, but is more fluid as projects are added to the programme as and when they arise.

6. Audit Components

6.1 Clinical audit compares actual practice against documented evidence-based standards with the intention of improving the quality of care. NPfBP includes the essential components of robust audit to which those new to audit may need to refer and the NHS Sheffield CCG audit model has been adapted from this and is also available as a resource for staff (see Appendix A).
6.2 All audits conducted within the NHS Sheffield CCG should be registered with the CAET via the project proposal form which is available on the intranet.
6.3 Before beginning an audit, there should be a commitment from all stakeholders that any changes identified from the audit will be implemented.
6.4 Completion of the project proposal form will ensure that all aspects have been considered and that a high-quality, robust audit can be carried out.
6.5 The CAET lead and the named audit lead are jointly accountable for the approved clinical audits.

7. Approval

7.1 Completed project proposal forms will be considered by the CAET and approved for inclusion in the NHS Sheffield CCG local audit programme if the proposal meets the necessary criteria.
7.2 Details of the approved audits will be added to the database held by CAET.
7.3 The approval decision will be formally conveyed to the audit lead via a formal letter / email.
8. Conduct of Clinical Audit
8.1 As clinical audit is covered by implied consent, robust audit does not require approval from the Ethics Committee as long as Data Security and Information Governance legislation is adhered to.14
8.2 All clinical audits should be conducted in a manner that complies with legislation, guidance and trust policies relating to confidentiality, anonymity and data protection (including Caldicott and Information Governance). In case of doubt, staff should contact the CAET.

9. Action Plans and Results

9.1 All audits should produce action plans, including timescales and named individuals with responsibilities for delivery of the agreed actions. The action plans should be sent to the CAET.

9.2 Where audit has shown that there are serious concerns regarding the practice of individuals, these should be conveyed immediately to the audit lead who should register this as a risk for urgent action.

10. Monitoring of Progress

10.1 Audit leads are expected to keep evidence of the progress of audits. This should be conveyed to the CAET as requested.

10.2 The CAET will formally assess the progress of each project in the audit programme and determine appropriate actions to be taken regarding those audits where progress is not being maintained.

10.3 An annual report of activity, encapsulating the Sheffield priority programme and all local audit projects, will be produced for the Quality Assurance Committee and CCC.

11. Working with Other Organisations

11.1 NHS Sheffield CCG will work collaboratively on clinical audits of interest to other parts of the local health economy, both within and outside of the NHS, subject to compliance with legislation, local policies and data sharing agreements.
11.2 Audit leads should consider working with partner organisations when developing an audit. Note that partner organisations may include those outside of the NHS, particularly the local authority.

12. Service user involvement
12.1 It is acknowledged good practice that the active involvement of service users can improve the quality of clinical audit. NHS Sheffield CCG will continue to have access to a service user database via Sheffield Teaching Hospitals NHS Foundation Trust, which includes individuals who are interested in clinical audit and have undergone appropriate checks and training.
12.2 All clinical audits should consider whether inclusion of a service user would enrich the audit and give a more complete assessment of practice.

13. Use of Information Technology (IT)

13.1 All audits should make best use of IT. Access databases will not be formally supported by the CCG and should only be created when no other viable options are available.

13.2 Where appropriate, auditing of data from GP practices should always consider the use of MIQUEST or similar agreed electronic data extraction tools to minimise disruption to practices. 
14. Management of Audit Data

14.1 Data gathered as part of clinical audit may contain information that is confidential. If it is in paper format then it is imperative that such data is kept in a secure locked place, in line with the Records Management Policy. All data should be anonymised and no patient identifiable details should be processed within the CCG unless strict regulations are adhered to.14 In circumstances where it is necessary to keep confidential patient data, this must be kept on a separate sheet using only a key to link the patient to the data.

14.2 Six months after an audit is completed and the audit report, including recommendations, has been approved, any data collection forms should be disposed of in line with confidential waste disposal regulations.

14.3 Audit data held electronically should be stored on the server according to the organisational management and retention policy. The minimum retention period for clinical audit records is 5 years.
15. Audit Reports and Certificates

15.1 Upon completion of a registered audit, a report must be generated and submitted to the CAET. A report template is available for this purpose, which also includes an action plan. Upon receipt of the action plan, a certificate will be issued to all health professionals who have been involved with the audit, either as the project lead or actively participating in its completion. The certificate will include, on the reverse, a summary of the audit.

15.2 The certificate can be used to demonstrate participation in clinical audit projects when evidence is required for external assessment, accreditation or revalidation.
16. Dissemination and Celebrating Success
16.1 Completion of an audit will usually result in recommendations for changes in practice which must be listed within the audit report as the action plan. This must be communicated to all relevant stakeholders, including healthcare professionals and management personnel where appropriate, including those with a responsibility for completing the actions and those who need to ensure that the changes have been implemented. Organisational policy and guidance documents must also be updated, as required, in order to ensure changes are formally acknowledged and become embedded within future practice.

16.2 A successful audit in one area may be transferable to other parts of the organisation. The database maintained by CAET will help to facilitate this process.

16.3 Encouragement and support will be given to audit leads to share their work with colleagues nationally, regionally and locally through relevant journals, conferences, meetings and other media.

17. Audit Resources and Training

17.1 NHS Sheffield CCG will provide sufficient resources to create; support and deliver a robust programme of clinical audit for local, regional and national activities. This is done via the CAET.

17.2 As clinical audit is an integral part of quality improvement, the CAET is part of the Quality Team and is directly accountable to the Chief Nurse.

17.3 NHS Sheffield CCG will ensure that CAE staff have access to further relevant training (internal and external) in order to maintain the appropriate skills and knowledge to provide the support needed.

17.4 CAET will provide training to internal staff, independent contractors and their staff, to enable them to undertake and/or support clinical audit in all services. Bespoke training will be delivered to groups and individuals on request.

18. Mental Capacity Act

18.1 Having considered and completed the MCA compliance statement at Appendix B, the MCA is not applicable to this policy.

19. Equality Impact Assessment 

19.1 The policy is underpinned by a clear process (see Appendix C), and will be applied to all clinical audits. No person, for any reason, either individually or by group, will be discriminated against by this policy. 

20. Related documents

•
Confidentiality Code of Conduct

•
NICE Implementation Policy

•
Records Management Policy

•
Information Governance Framework
21. Review

21.1 This policy will be reviewed in August 2022 or earlier if national legislation dictates.
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Appendix B - Mental Capacity Act Compliance Statement
Any policy, guideline or procedure which deals with circumstances where a service user has a decision to make, or has to be consulted, or their agreement is required, must include a Mental Capacity Act policy compliance statement setting out:

	Mental Capacity Act Compliance Statement
	Number of paragraph in policy, guideline or procedure where referenced or N/A

	What service user decisions / consent / agreement may need to be sought during the operation of the policy / guideline or procedure


	N/A

	For each level of decision-making, who will be required to assess the client’s mental capacity at each level


	N/A

	What decisions staff may not make under the policy / guideline / procedure


	N/A

	How the existence of advance decisions, an Enduring Power of Attorney, Lasting Power of Attorney or deputy will be identified and recorded


	N/A

	Any other specific guidance that the policy / guideline / procedure requires staff to follow in relation to mental capacity


	N/A


To provide practical support for staff, a link to the Mental Capacity Act 2005 Implementation Guidance can be found at: http://nww.sheffield.nhs.uk/policies/clinical.php#m  and can be included in the electronic version of the document being developed.  

This Mental Capacity Act compliance statement is a consideration for all policies, guidelines and procedures. Where the MCA does not apply, authors need to make this clear in a statement to this effect inserted at the Mental Capacity Act section of the policy, guideline or procedure.

Appendix C - Full Equalities Impact Assessment
	NHS Sheffield CCG Equality Impact Assessment 2013

Title of policy or service 

Clinical Audit Policy
Name and role of officers completing the assessment

Beverly Ryton, Quality Manager - Clinical Audit and Effectiveness 
Date assessment started/completed

8th July 2020
1. Outline

Give a brief summary of your policy or service

· Aims

· Objectives

· Links to other policies, including partners, national or regional
To ensure a robust programme of clinical audit is developed.

To ensure that the programme for providers is monitored and reported by NHS Sheffield CCG on a quarterly basis. 

To ensure any local audit undertaken within the CCG adheres to the policy requirements

(NICE Implementation policy; Confidentiality Code of Conduct; Records Management Policy; Information Governance)

2. Gathering of Information 

This is the core of the analysis; what information do you have that indicates the policy or service might impact on protected groups, with consideration of the General Equality Duty. 
What key impact have you identified?

What action do you need to take to address these issues?

What difference will this make?

Positive

Impact 

Neutral

impact

Negative

impact

Human rights

None 
None required
Age

None 
None required
Carers

None 
None required
Disability

None 
None required
Sex

None 
None required
Race

None 
None required
Religion or belief

None 
None required
Sexual orientation

None 
None required
Gender reassignment

None 
None required
Pregnancy and maternity

None 
None required
Marriage and civil partnership (only eliminating discrimination)
None 
None required
Other relevant group

None 
None required
Please provide details on the actions you need to take below.
3. Action plan

Issues identified

Actions required

How will you measure impact/progress

Timescale

Officer responsible

None identified
4. Monitoring, Review and Publication
When will the proposal be reviewed and by whom?

Lead Officer 

Beverly Ryton
Review date:

June 2022



Appendix D – Clinical Audit Policy Appraisal Instrument

	
	Yes
	No
	N/A
	Comments

	Rationale
	
	
	
	

	1. Is the rationale for the clinical policy/guideline clearly defined?
	Yes 
	
	
	

	Policy/Guideline Development Group
	
	
	
	

	2. Is the group responsible for policy development clearly identified?
	Yes 
	
	
	

	3. Is there a clear description of the individuals involved in policy development?
	Yes 
	
	
	

	4. Does the group represent all key disciplines?
	Yes 
	
	
	

	Context and Content
	
	
	
	

	5. Are the reasons for developing the policy clearly stated?
	Yes 
	
	
	

	6. Are the objectives clearly identified?
	Yes 
	
	
	

	7. Is there a clear description or the patients/staff/groups to which this policy applies?
	Yes 
	
	
	

	8. Are there any circumstances in which exceptions might be made in using this policy? If so are the circumstances of this exception clearly documented?
	
	No 
	
	It is best practice that this policy is adhered to

	Clarity
	
	
	
	

	9. Does the policy describe the condition/process to be treated/detected/prevented?
	
	
	N/A
	

	10. Are the possible management options clearly stated?
	
	
	N/A
	

	11. Are the recommendations clearly stated?
	Yes 
	
	
	

	12. Are the health benefits/potential harms and risks/costs of utilising the policy clearly identified?
	Yes 
	
	
	

	13. Are there implications for services if implemented? 
	Yes 
	
	
	Information will be readily available and collected systematically

	Identification and interpretation of Evidence
	
	
	
	

	14. Are the sources of information used to devise the policy or procedure clearly described?

E.G. National Guidelines/Codes of Practice
	Yes 
	
	
	

	15. If so are they adequate?
	Yes 
	
	
	

	16. Is there a satisfactory description of the method used to interpret and assess the strength of evidence and formulate appropriate recommendations?
	Yes
	
	
	

	17. Is there an indication of how the views of interested parties were taken into account?

	Yes 
	
	
	

	Rigour of Development
	
	
	
	

	18. Was the policy independently reviewed prior to publication/issue?
	Yes 
	
	
	

	19. Was the policy piloted and if so has this been effectively evaluated?
	
	
	N/A
	This is a review so the policy is already in place

	Application
	
	
	
	

	20. Are the staff that should receive this policy clearly identified?
	Yes 
	
	
	

	21. Are there any staff awareness raising/training sessions required as a result of the new/revised guidelines? If yes, have training and development leads been informed of this?
	 
	No 
	
	Existing policy so awareness raising ongoing by author

	22. Are methods of dissemination and implementation of the procedure/policy clearly identified?
	Yes 
	
	
	

	Updating
	
	
	
	

	23. Has a date for reviewing or updating the policy been agreed?
	Yes 
	
	
	

	24. Has an individual/group responsible for this process been clearly identified?
	Yes 
	
	
	

	Monitoring
	
	
	
	

	25. Does the policy define measurable outcomes that can be monitored?
	Yes 
	
	
	

	26. Has a process for monitoring and evaluating the effectiveness of the policy been agreed including, testing awareness and obtaining evidence of policy being put in place?
	Yes 
	
	
	


Implement Changes





Topic Choice





Criteria and Standards





Audit Cycle





Measure Performance





Compare Practice against Performance





Data Choice
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