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Introduction


The Healthcare Quality Improvement Partnership (HQIP) is led by a consortium of the Academy of Medical Royal Colleges, the Royal College of Nursing and National Voices. Our purpose is to promote quality in healthcare, and in particular to increase the impact that clinical audit has on healthcare quality in England and Wales.

Clinical Audit may be defined as “a quality improvement process that seeks to improve patient care and outcomes through systematic review of care against explicit criteria and the implementation of change. Aspects of the structure, processes, and outcomes of care are selected and systematically evaluated against explicit criteria. Where indicated, changes are implemented at an individual, team, or service level and further monitoring is used to confirm improvement in healthcare delivery”.1
In order to facilitate this, HQIP have funded the development of a number of clinical audit  support tools to help local teams deliver local clinical audit activity. They are intended to be used as reference material or toolkits to help with the clinical audit process.

This document should be read in conjunction with the following:

•
the separate glossary provided

•
other relevant tools produced as part of this collection by HQIP.

How to use this template policy


This document is a template for a policy on the subject of clinical audit and ethics. It provides text for the contents of a policy to be considered, amended as needed and adopted by NHS organisations. 

The individual or group assuming responsibility for seeking approval of a corporate policy on clinical audit and ethics should review each section of this template and accept or amend the document as needed to meet the needs of the individual NHS organisation. In some sections of the document, options are set out; for these, the individual or group needs to consider which of the options best matches the organisation’s philosophy, structure and delineation of roles related to clinical audit, quality improvement, governance and related programmes. Where useful, examples illustrating a point are provided in italic. These examples can be included or excluded from the actual policy document as desired.

This policy can be a stand-alone document. Alternatively, the content can be integrated into other corporate policies, such as those on clinical audit, quality improvement or governance. The policy should be cross-referenced to the NHS organisation’s corporate policies related to:

· research and service evaluation projects

· information governance and data protection, particularly how data are to be collected and 
analysed in order to maintain confidentiality and anonymity of the patients and staff whose care is reviewed in a clinical audit, service evaluation or QI activity 

· information provided to patients about clinical audit and quality improvement activities, including ethical oversight of these activities.

This template policy refers to clinical audit, service evaluation and quality improvement activities because the same ethical oversight should be applied to all these activities. NHS organisations may choose to handle ethics oversight of these various activities using different organisational structures or mechanisms.

The document is intended for all types of NHS organisations. NHS trusts that provide both health and social care may have to adjust the language throughout this template policy to reflect the types of services provided. NHS commissioning organisations may need to adapt the policy in relation to commissioned clinical audits, service evaluations or quality improvement activities.

In the preparation of this template policy for action by an individual NHS organisation, consideration needs to be given to the organisation’s requirements for the development and approval of policies including document development history; version control; peer review; reference to equality impact assessment; and process for monitoring the implementation and effectiveness of the policy.
Reference

1. National Institute for Clinical Excellence. Principles for Best Practice in Clinical Audit. Abingdon: Radcliffe Medical Press; 2002, p. 1. 

Template for Ethics and Clinical Audit and Quality 
Improvement Policy

	Name of document
	Ethics and Clinical Audit and Quality Improvement Policy

	Version
	

	Target staff


	All staff members involved in patient care in ............... (name of organisation)

	Consultation with
	

	Approved by
	

	Date approved
	

	Author
	

	Accountable

committee/ individual
	

	Date issued
	

	Review date
	


Contents


1
Purpose and outcomes of this policy
1

1.1
Purpose
1

1.2
Outcomes
1

2
Definitions
1

2.1
Ethics
1

2.2
Ethical principles applied to health care
1

2.3
Clinical audit
2

2.4
Quality improvement
2

2.5
Service evaluation
2

3
Process for ethical oversight of the clinical audit, service
2


evaluation and quality improvement programmes


3.1
Review of proposed clinical audit and/or service evaluation and/or quality
3
improvement programme


3.2
Performance management and monitoring of the approved clinical audit
3

 
and/or service evaluation and/or quality improvement programme


4
Process for ethical oversight of individual clinical audits, service
3


evaluations or quality improvement activities


4.1
Screening of proposals for individual clinical audits, service evaluations or
4 

 
quality improvement activities for possible ethical issues


4.1.1
Screening questions for proposals for clinical audits, service evaluations or
4 

 
quality improvement activities


4.2
Screening of individual clinical audits, service evaluations or quality
4 


improvement activities for possible ethical issues following collection and
 
analysis of data


4.3
Screening of individual clinical audits, service evaluations or quality
5 


improvement activities for possible ethical issues following repeat
 


measurement following actions taken


4.4
Obtaining patient or carer or staff permission or consent when needed
5

4.5
Action to be taken in case of a serious shortcoming in patient care
5

4.6
Submission for publication of a clinical audit, service evaluation or quality
6  


improvement activity


5 
Accountabilities and responsibilities for ethical oversight of
6


clinical audits, service evaluations and quality improvement


 
activities


5.1
Executive director
6

5.2
Clinical Governance and Risk Management (or equivalent) Committee
6

5.3
Clinical Audit (or equivalent) Committee
7

5.4
Clinical directors (or equivalent roles)
7

5.5
Clinical Audit Leads (or teams)
8

5.6
Group or individual designated to review possible ethics issues
8

5.7
Head of clinical audit and clinical audit specialist staff
9

5.8
Individual or group carrying out a clinical audit, service evaluation
9


or quality improvement activity


6
Monitoring compliance with this policy
9

7 
References
10

1 
Purpose and outcomes of this policy


The ............... (name of organisation) recognises that clinical audit and quality improvement activities can increase the quality and safety of healthcare services. In addition, the ............... (name of organisation) accepts an ethical responsibility on behalf of the organisation to manage and conduct clinical audit and quality improvement activities effectively so that these activities actually provide benefits for patients and patient care. It is recognised that attempts to improve the quality or safety of care may sometimes inadvertently pose a burden on or cause a risk for some patients, may benefit some patients at the expense of others or may waste scarce healthcare resources.
1.1
 Purpose

The purpose of this policy is to ensure that patients’ and service users’ interests and rights are protected in all clinical audit and quality improvement and related activities carried out or on behalf of ............... (name of organisation). Throughout the remainder of this document, the term patients should be read as including service users. 
1.2
 Outcomes

The intended outcomes of this policy are:

· clinical audits, service evaluations and quality improvement activities carried out in ............... (name of organisation) that are consistent with ethical principles, that is, actually benefit patients and patient care and minimise any burdens on or risks to patients
· understanding of the application of ethical principles to clinical audits, service evaluations and quality improvement activities by clinical staff working in the organisation

· clarity on roles, responsibilities and accountabilities related to ethical oversight of  clinical audits, service evaluations or quality improvement activities carried out in ............... (name of organisation)
· less time, and therefore publicly funded resources, wasted on inappropriate and ineffective clinical audit, service evaluation or quality improvement activities.

2 
Definitions


2.1
 Ethics

Ethics is the inquiry into certain situations and into the language used to describe them; the kind of situations referred to are those that have led or may lead to harms or benefits to others.1 

2.2
 Ethical principles applied to health care

This policy recognises the following four ethical principles:1
· Autonomy represents an obligation to respect the rights of people to make choices concerning their own lives, for example, by disclosing information to enable people to make decisions, to foster their decision-making and not to assume controlling influence on their decisions. 

· Beneficence represents an obligation to act in ways that benefit others and in ways that prevent harm, including removing circumstances that could lead to harm.

· Non-maleficence represents an obligation not to harm others and not to impose risks of harm.

· Justice or fairness represents an obligation to treat others fairly and distribute scarce resources fairly. 

2.3
 Clinical audit

Clinical audit is a quality improvement process that seeks to improve patient care and outcomes through systematic review of care against explicit criteria and the implementation of change. Aspects of the structure, processes and outcomes of care are selected and systematically evaluated against explicit criteria. Where indicated, changes are implemented at an individual, team or service level, and further monitoring is used to confirm improvement in healthcare delivery.2

2.4
 Quality improvement

Quality improvement (QI) describes systematic, data-guided activities designed to bring about immediate, positive changes in the delivery of health care in particular settings.3 QI methods involve deliberate actions to improve care, guided by data that reflect the effects of actions.3 For quality improvement to occur, the information produced by quality assessment must be translated into systematic improvements in healthcare practices. 4

2.5
 Service evaluation

A service or clinical care evaluation is the collection and interpretation of data to describe current practice without reference to explicit standards of care or specific expectations of good practice.5 Such evaluations can be carried out on new or existing practice or service developments. Examples of service or clinical care evaluation include retrospective reviews of clinical practice, case series, descriptive studies or observational surveys of patient care, services or staffing issues.  

3
Process for ethical oversight of the clinical audit, service evaluation and quality improvement programmes

In view of the obligation of all healthcare professionals to participate in ensuring that the best possible care is being provided to patients and the ethical principle of justice and fairness, ethical oversight of the clinical audit, service evaluation and quality improvement programmes being carried out (or commissioned) by ............... (name of organisation) is carried out as follows.

3.1
Review of proposed clinical audit and/or service evaluation and/or quality improvement programme
The proposed annual programmes for clinical audit, service evaluation and/or quality improvement for the organisation is reviewed at the start of the year to ensure the following:

· All clinical services in the organisation are carrying out clinical audits and/or quality improvement activities. Planned service evaluations in clinical services are to be reported as part of the annual programme.

· All healthcare professions are participating in clinical audits and/or quality improvement activities. 

· All patient groups and types of conditions are eligible for inclusion in the programme and there is justification for any patient group or profession or role that is excluded from the programme.

· Priorities for clinical audits or quality improvement activities reflect an analysis of the potential for achieving benefits for patients and for reducing or minimising the risk of potential harm to patients. 

· All clinical audits and/or service evaluations and/or quality improvement activities in the programme are registered in the ............... (name of organisation)’s database.

· Provision has been made to ensure that the individual clinical audits, service evaluations and/or quality improvement activities in the programme are well designed and executed in order to enhance the probability that the audits and quality improvement activities will result in measured benefits to patients and patient care. Planned service evaluations are well designed and executed to achieve their stated objectives.

3.2
Performance management and monitoring of the approved clinical audit and/or service evaluation and/or quality improvement programme
Progress on carrying out the clinical audits and/or service evaluations and/or quality improvement activities in the programme in all clinical services in ............... (name of organisation) is included in the performance management programme. Progress on clinical audits, service evaluations and quality improvement activities, including the implementation of actions needed to improve the quality or safety of patient care and measurement of the effectiveness of actions taken, is reviewed frequently as part of regular performance review meetings in all clinical services.

Unjustified slippage in the conduct of the approved clinical audit, service evaluation and/or quality improvement programme in a clinical service is addressed through the performance management process.

4
Process for ethical oversight of individual clinical audits, service evaluations or quality improvement activities

Ethical oversight of individual clinical audits, service evaluations and quality improvement activities being carried (or commissioned) by ............... (name of organisation) is carried out as follows.

4.1
Screening of proposals for individual clinical audits, service evaluations or quality improvement activities for possible ethical issues
A proposal for a clinical audit, service evaluation or quality improvement activity is screened prior to the activity being undertaken. The purposes of the screening are to ensure that:

· any ethical issue related to the proposed activity is recognised and handled appropriately

· the activity is well designed and likely to benefit patients and patient care

· if the subject of the proposed activity itself has ethical implications, the design of the activity is completely consistent with ............... (name of organisation)’s approved policies on the subject. Examples of such subjects could include end-of-life care, miscarriage or stillbirth, treatment of people who lack mental capacity or patient understanding of information given as part of the consent process. 
4.1.1
Screening questions for proposals for clinical audits, service evaluations or  quality improvement activities

Each proposal is automatically screened for possible ethics issues through the inclusion of screening questions on the ............... (name of organisation)’s proposal form. The individual completing the proposal indicates if the proposed clinical audit, service evaluation or quality improvement activity:

· infringes of any patient’s rights or risks breaching any patient’s confidentiality or privacy

· poses any risk for or burden on a patient beyond those of his or her routine care

· involves any clinically significant departure from usual clinical care

· gathers any information about any patient other than information that is ordinarily collected as part of providing routine care for the patient

· collects data directly from any patient or carer, and if so, could the activity subject a patient or carer to more than a minimal burden or risk if it requests sensitive information or is time consuming

· collects or discloses any data that could be used to identify any patient or any practitioner

· has someone carrying out the activity who does not normally have access to patients’ records or information 

· involves a potential conflict of obligation to individual patients or to all patients such as if the activity involves a trade-off between cost and quality

· involves the use of any untested clinical or systems intervention or testing an hypothesis

· allocates any interventions differently among groups of patients or staff, for example, in implementing a change in practice.

4.2
Screening of individual clinical audits, service evaluations or quality improvement activities for possible ethical issues following collection and analysis of data
A clinical audit, service evaluation or quality improvement activity is screened when data have been collected and analysed. The purposes of the screening are to determine if the findings of data collection:

· pose any risk for patients whose care was reviewed or for similar patients, for example, if care was not provided consistent with good practice

· identify any patients for whom a life-threatening or quality-of-life threatening shortcoming in care occurred

· disclose any data that could be used to identify any patient or any practitioner

· reveal any clinically significant departure from usual clinical care.

4.3
Screening of individual clinical audits, service evaluations or quality improvement activities for possible ethical issues following repeat measurement following actions taken
A clinical audit, service evaluation or quality improvement activity is screened when data collection has been repeated following the implementation of action intended to achieve improvement in the quality or safety of patient care. The purposes of the screening are to determine if:

· the action taken been effective in achieving needed improvement

· patients are at risk if care continues to be inconsistent with the measures of the quality or safety of patient care used in the clinical audit or quality improvement activity.

Should action be demonstrated to be ineffective in achieving needed improvement or if patients are at risk from care that is not consistent with good practice, additional or further actions are to be taken to benefit patients.

4.4
Obtaining patient or carer or staff permission or consent when needed
The ethical oversight process may identify that a clinical audit, service evaluation or quality improvement activity that poses a risk to or places a burden on patients, carers or staff. The oversight process may determine that the risk or burden represented by the proposed audit, evaluation or improvement activity is acceptable as long as patients, carers or staff give their permission or consent to participate in the activity. 

The organisation should agree on the specific way that patients, carers or staff will be informed about the purpose and design of a clinical audit, service evaluation or quality improvement activity and the nature of the risk or burden involved and asked to provide their permission or consent to participation.

4.5
Action to be taken in case of a serious shortcoming in patient care
When findings are reviewed for a clinical audit, service evaluation or quality improvement activity, should any patients be found to have been place at risk of harm, the findings are made available immediately to the clinical director of the clinical service(s) involved for appropriate follow up with any patients involved in accordance with ............... (name of organisation)’s approved policies and procedures. (A reference to the organisation’s patient recall policy and procedure could be inserted here.)
4.6
Submission for publication of a clinical audit, service evaluation or quality improvement activity
............... (name of organisation) deems that any clinical audit, service evaluation or quality improvement activity that has been carried out consistent with this policy has had appropriate ethical oversight and review prior to the conduct of the activity. This policy may be cited to professional journals as evidence of appropriate ethical oversight and review of work submitted for publication.
5
Accountabilities and responsibilities for ethical oversight of clinical audits, service evaluations and quality improvement activities

Accountabilities and responsibilities for ethical oversight of clinical audit and related activities are shared among key individuals and groups in ............... (name of organisation). 
5.1
Executive director
One or more executive directors of ............... (name of organisation) assume responsibility and accountability for ensuring that robust processes for ethical oversight of clinical audit, service evaluation and quality improvement activities are further developed and approved for implementation in all clinical services in the organisation (or from whom services are commissioned). The processes are consistent with the key provisions of this policy; provide for performance management of clinical audit, service evaluation and quality improvement activities; and provide assurance that any patients found to be at risk through any of these activities are handled appropriately and effectively.

5.2
Clinical Governance and Risk Management (or equivalent) Committee
The Clinical Governance and Risk Management (or equivalent) Committee assumes responsibility for the following:

· commissioning the development of formal processes for ethical oversight of clinical audit, service evaluation and quality improvement activities on behalf of the organisation to an appropriate committee or individual or staff group

· reviewing and approving structures, systems, policies and processes for ethical oversight of clinical audit, service evaluation and quality improvement activities on behalf of the organisation

· disseminating information about approved structures, systems, policies and processes for ethical oversight of clinical audit, service evaluation and quality improvement activities to staff working in all clinical services in the organisation

· periodically monitoring and evaluating implementation of the approved structures, systems, policies and processes for ethical oversight of clinical audit, service evaluation and quality improvement activities, and making amendments as needed to assure robust ethical oversight of these activities.

5.3
Clinical Audit (or equivalent) Committee
The Clinical Audit (or equivalent) Committee assumes responsibility for the following:

· developing or further developing formal systems and processes for ethical oversight of programmes, proposals, data generated and effectiveness of actions taken as a result of clinical audit, service evaluation and quality improvement activities carried out in (or on behalf of) the organisation for recommendation to the Clinical Governance and Risk Management (or equivalent) Committee

· agreeing on the screening questions to be used to identify possible ethics issues in proposals for clinical audits, service evaluations and quality improvement activities

· agreeing on suggested processes for reviewing data collected and analysed and the effectiveness of actions taken for clinical audits, service evaluations and quality improvement activities

· agreeing on the formal process for obtaining permission or consent from patients, carers or staff when needed because of the ethics implications of a proposed clinical audit, service evaluation or quality improvement activity

· designating an individual or group to advise on any ethics issues related to clinical audits, service evaluations and quality improvement activities being undertaken in the organisation. 

· The individual or group may be any of the following, by example: a clinician with advanced training in healthcare ethics; an executive director who is willing to make ethical decisions related to these activities; the Caldicott Guardian or equivalent role; an ethicist who may advise the Research Ethics Committee; a subgroup of the Committee consisting of members who are willing to make decisions on behalf of the Committee, or if necessary, to refer ethical questions to a Clinical Ethics Committee or to an Executive Director. 

· ensuring that Clinical Audit (or equivalent) Leads are implementing the systems for ethical oversight of clinical audit, service evaluation and quality improvement activities.

5.4
Clinical directors (or equivalent roles)
Clinical directors (or equivalent roles) are accountable and responsible for the following:

· ensuring that clinical staff working in the directorate are aware of the organisation’s systems and processes for ethical oversight of clinical audits, service evaluations and quality improvement activities 

· ensuring that the directorate’s programme of clinical audits, service evaluations and quality improvement activities is consistent with the ethical principles in section 3 of this policy

· including the performance of clinical audits, service evaluations and quality improvement activities in regular performance reviews of clinical services 

· driving and supporting staff to implement actions to achieve needed improvements in the quality or safety of patient care

· acting if any clinical audit, service evaluation or quality improvement activity reveals that patients are being placed at risk because care was not provided consistent with good practice or if any activity reveals any patients for whom a life-threatening or quality-of-life threatening shortcoming in care or any clinically significant departure from usual clinical care occurred

· promoting the use of the clinical audit process to achieve improvements in the quality or safety of patient care and proactively supporting the work of Clinical Audit Leads or teams in the directorate.
Clinical directors of directorates may delegate some of these responsibilities to clinical directors or managers of individual clinical services that make up the directorate; however, the directorate clinical director remains accountable for ethical oversight of clinical audits, service evaluations and quality improvement activities.

5.5
Clinical Audit Leads (or teams)
Clinical Audit Leads (or equivalent roles) are accountable and responsible for the following:

· working with all healthcare professions in the clinical service to develop a programme of clinical audits, service evaluations and/or quality improvement activities that is consistent with the ethical principles in section 3 of this policy

· ensuring that proposals for clinical audits, service evaluations or quality improvement activities (as appropriate) are screened for ethics issues and for the quality of the design of the activity and that proposals are acted on accordingly

· ensuring that relevant clinicians or clinical teams screen data collected and analysed, including following the implementation of action, for any ethical issues as described in sections 4.2 and 4.3

· supporting clinicians and clinical teams in taking actions needed to achieve needed improvements in the quality and safety of patient care

· advising the Clinical Audit (or equivalent) Committee of any barriers or difficulties experienced in implementing this policy.
5.6
Group or individual designated to review possible ethics issues
As delegated by the Clinical Audit (or equivalent) Committee, the group or individual designated to review possible ethics issues in proposals for clinical audits, service evaluations or quality improvement activities is responsible for the following:

· when a possible ethics issue is raised by a proposal for a clinical audit, service evaluation or quality improvement activity, consider if the activity should proceed as proposed in view of the ethics issue. In making the decision, the group or individual should consider the potential benefits and risks to patients, carers or staff involved and whether or not the potential benefits justify any burdens on or risks to patients, carers or staff.

· provide advice and recommendations concerning a proposed activity that involves an ethics issue to the Clinical Audit Lead (or equivalent) and to the member of staff who proposed the activity

· provide advice on situations that require patients, carers or staff to give their permission or consent to participation in the proposed activity and on the nature of the information to be provided to patients, carers or staff about the proposed activity and the nature of the risks or burdens involved

· if an ethics issue is deemed to represent a serious question about whether or not the activity should proceed and the individual or group does not wish to make the decision, refers the situation to a higher level in the organisation, for example, a Clinical Ethics Committee or an Executive Director or an external expert in healthcare ethics.

5.7
Head of clinical audit and clinical audit specialist staff
The head of clinical audit and clinical audit specialist staff are responsible for the following:

· supporting the Clinical Governance and Risk Management (or equivalent) Committee and the Clinical Audit (or equivalent) Committee in developing and implementing this policy

· supporting the dissemination of information about the organisation’s systems and processes for ethical oversight of clinical audits, service evaluations and quality improvement activities to staff working in the organisation

· working with Clinical Audit Leads (or equivalent) to ensure that proposals for clinical audits, service evaluations or quality improvement activities (as appropriate) are screened for ethics issues and for the quality of the design of the activity and that proposals are acted on accordingly

· working with Clinical Audit Leads (or equivalent) to ensure that relevant clinicians or clinical teams screen data collected and analysed, including following the implementation of action, for any ethical issues as described in sections 4.2 and 4.3

· working with Clinical Audit Leads (or equivalent) to support clinicians and clinical teams in taking actions needed to achieve needed improvements in the quality and safety of patient care

· agreeing with Clinical Audit Leads and Clinical Directors on the action to be taken if a member of the clinical audit team coincidentally identifies a serious shortcoming in patient care that involves an individual patient, while collecting data for an approved clinical audit.

5.8
Individual or group carrying out a clinical audit, service evaluation or quality improvement activity
The individual or group carrying out a clinical audit, service evaluation or quality improvement activity is responsible for completing the ............... (name of organisation)’s proposal including the section that screens for ethics issues. The individual or group is also responsible for providing any additional information requested about any potential ethics issue for the individual or group who will consider and make a decision about the issue on behalf of the organisation.
6
Monitoring compliance with this policy

The Clinical Audit Committee (or equivalent) is responsible for monitoring compliance with this policy and taking appropriate action to ensure that the policy is followed for clinical audits, service evaluations or quality improvement activities carried out in ............... (name of organisation).
7
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