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Policy Audit Tool

To be completed and attached to any document which guides practice when submitted to the appropriate committee for consideration and approval.
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Revised
	1.
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	1.2
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	NICE Implementation Policy
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	Chief Nurse

	1.4
	Author:
	Quality Manager - Clinical Audit and Effectiveness

	1.5
	Lead Committee
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	2.
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	Policy Management
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	5.2
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	5.3
	What is the cost of implementation and how will this be funded
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	6.
	Monitoring
	

	6.2
	How will this be monitored
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	6.3
	Frequency of Monitoring
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1. Introduction

1.1 Quality remains central to NHS reform and ensuring patients receive the most up to date, evidence based healthcare available. This policy supports the commitment of NHS Sheffield Clinical Commissioning Group (CCG) in relation to commissioning high quality, cost effective services for Sheffield and receiving assurance of implementation and delivery.

1.2 This policy refers to the guidance produced by the National Institute for Health and Care Excellence (NICE), which is developed through a robust process, based upon the best available clinical and cost effectiveness evidence. There is an expectation that health professionals will take NICE fully into account when exercising their clinical judgement and use the guidance to support decision making in order to support existing skill and knowledge, not to replace or over-ride it.1,2, 3
1.3 The Medical Defence Union (MDU) conclude “Ignorance of NICE guidance is a poor defence, but a reasoned and reasonable decision to reject the guidance in an individual case, together with a good record, made at the time, may be acceptable.” 1
1.4 In order to ensure the policy aligns with the principles and values of NHS Sheffield CCG, a robust system exists in order to ensure that guidance is identified and disseminated to all commissioning staff and that systems are in place to monitor the progress and compliance of providers in a systematic way.

2. Purpose

2.1 The policy provides a framework that supports NHS Sheffield CCG to improve the quality of healthcare in Sheffield by tracking guidance in development, effectively disseminating guidance once it is published and receiving assurance that services are being delivered in line with the best available evidence.

2.2 Where a decision is taken by a provider to digress from national guidance, especially NICE, the reasons need to be fully justified, agreed by the commissioner, documented to support robust decision making and, where appropriate, recorded as a risk/exception.
3. Background to NICE

3.1 NICE was established in 1999 as the independent organisation responsible for providing national guidance on the promotion of good health and the prevention and treatment of ill health. In April 2013 NICE was established in primary legislation, becoming a Non Departmental Public Body (NDPB), placing the organisation on a solid statutory footing as set out in the Health and Social Care Act 2012. As an NDPB, NICE is accountable to the Department of Health and Social Care, but operationally are independent of government. All guidance and other recommendations are made by independent committees.
3.2 NICE produces a range of guidance, but specifically this policy refers to the following areas:
NICE guidelines (NG) - make evidence-based recommendations on a wide range of topics, from preventing and managing specific conditions to planning broader services and interventions to improve the health of communities. They aim to promote integrated care where appropriate
Technology Appraisals (TA) - assess the clinical and cost effectiveness of health technologies - such as new pharmaceutical and biopharmaceutical products - but also include procedures, devices and diagnostic agents. This ensures that all NHS patients have equitable access to the most clinically and cost-effective treatments that are available.
Quality Standards (QS) - provide measurable quality improvements within a particular area of health or care.
3.3 The Secretary of State has directed that the NHS is required to provide funding and resources for medicines and treatments recommended by NICE through its technology appraisals work programme.4,5,6 NICE expanded its appraisals programme in January 2015 with the release of Highly Specialised Technologies which focus on very rare conditions and Fast Track Appraisals in April 2017 for technologies that offer exceptional value for money providing quicker access for patients.
3.4 This duty lies with the commissioner, which in this context, can either be NHS England for specialised commissioning or the CCG depending on the drug that NICE has approved for use. Providers must ensure they have robust systems in place to assess the applicability, to implement, to monitor and to report progress against NICE guidance both internally and to the commissioner. Where organisations deviate from NICE guidance they will be expected to follow their internal process and to seek the approval of the commissioner.

3.5 The QS are derived from the best available evidence and address three dimensions of quality: clinical effectiveness, patient safety and patient experience, and are central to the governments vision for a health and social care system focussed on outcomes as detailed in the Health and Social Care Act 2012.7
3.6 The NG and QS work programmes are not subject to a mandatory requirement regarding funding. During the 2020 COVID-19 pandemic, NICE also produced a suite of rapid guidelines in conjunction with NHS England and NHS Improvement, specifically relating to care for patients with suspected or confirmed COVID-19.8 They were developed at a much faster pace than normal guidelines and NICE will keep these under review as the evidence base changes.
3.7 NHS England, supported by NICE, continue to compile CCG Outcome Indicator Sets (CCG OIS) that measure the health outcomes and quality of care achieved by CCG’s, enabling them to benchmark their performance and identify priorities for improvement. CCG OIS are either derived directly from the NHS Outcomes Framework, or based on NICE QS, national audits or other trusted data sources.9
3.8 The implementation of NICE guidance is also a requirement to meet CQC Fundamental Standards.10 
3.9 The NHS Oversight Framework was introduced for 2019/20 to replace the existing CCG Improvement and Assessment Framework. NICE guidance is included within the indicator sets. 11
4. The Implementation Model

4.1 The comprehensive Sheffield priority programme is created annually and incorporates all national guidance requirements (for both clinical audit and effectiveness) for reporting on a quarterly basis. NICE guidance forms the clinical effectiveness element of this programme, accumulating as the year progresses as new guidance is published. Full details of the programme and how it is monitored by the commissioner are available in the NHS Sheffield CCG Clinical Audit policy.

4.2 This policy complements the Clinical Audit policy and incorporates the Implementation model which refers to the comprehensive process that supports the dissemination and uptake of NICE guidance.  NHS Sheffield CCG will horizon scan and engage as a stakeholder where possible in order to comment on forthcoming guidance and also to identify any potential funding / contract / commissioning issues that need to be considered. 

4.3 Once NICE guidance has been released, alerts and summaries are produced and disseminated both internally and externally to ensure all who need to know what guidance has been released, do know. These are distributed via emails and newsletters and are also discussed at the Area Prescribing Group and are available as a resource for the Clinical Reference Group.

4.4 If guidance is on the NHS England Specialised Commissioning list, colleagues within commissioning will be made aware to ensure that duplication is avoided and responsibility is noted.

4.5 Where a NICE drug is out of tariff and is non-specialised, its applicability will be assessed and the final decision whether to use it will be taken by the Area Prescribing Group.

4.6 NICE guidance will be incorporated into service specifications where appropriate.
4.7 Where NICE guidance is applicable to the CCG the agreed process will be followed as outlined in Appendix A.
4.8 Where appropriate, clinical audit will be undertaken by providers (please refer to the Clinical Audit Policy for details) in order to provide assurance of compliance against NICE. Where standards are not met, or changes are required, further work will take place, involving all appropriate agencies, to address the issues. 

4.9 Where clinical audit is not required / appropriate, the provider will collate other forms of evidence in order to provide assurance of compliance.

4.10 In instances where specific issues need to be discussed in more detail, Trust leads within provider organisations are able to link into the commissioner in a number of ways, including bespoke meetings (either in a group or individually), general conversations, Area Prescribing Group, Clinical Quality Review Groups or via Contract meetings.

4.11 Issues of non-compliance (either over or under compliance) will be managed internally via NHS Sheffield CCG processes, in conjunction with appropriate provider organisations. This will be done in a number of ways including Clinical Quality Review Meetings with Contract and Quality Managers. Issues of non-compliance will be reported to the Clinical Commissioning Committee (CCC) by a CCG Clinical Director as and when they arise.

4.12 Progress will be reported quarterly via a dashboard, and annually via an annual report to the Quality Assurance Committee (QAC), providing assurance to the NHS Sheffield CCG Governing Body 
4.13 Please refer to Appendix A for more detail on the Implementation Model.
5. Governance Arrangements

5.1
In order to ensure appropriate governance arrangements are in place and to monitor the performance of providers in relation to NICE guidance, a number of key commissioning groups exist. They are listed below:-

·       The NHS Sheffield CCG Governing Body will receive an annual report on NICE

         activity.

·        The Sheffield CCG CCC will receive and approve exception reports.

· 
The QAC will receive quarterly updates on progress via the Quality Dashboard. 

· 
The quarterly Clinical Quality Review Groups have NICE guidance as a standing agenda item for discussion between commissioner and provider representatives. The Contract Managers and Quality Managers use these groups to performance manage providers as and when required.

· 
One to one quarterly review meetings are held between the NHS Sheffield CCG Quality Manager - Clinical Audit and Effectiveness and each provider (as required) to review performance and to capture more detailed monitoring information. Meeting requirements will be based on the specific issues raised by the Quality Manager at the CCG on a quarterly basis. Providers have the opportunity to consider the feedback and respond to the CCG and where any issues or areas of concern are not resolved they are escalated to the Clinical Quality Review Groups for a strategic discussion and resolution.

· 
The Area Prescribing Group has representation from both commissioner and provider organisations and has NICE as a standing agenda item. The group monitors the uptake and prescribing of drugs, especially the TA’s, within primary and secondary care through teams and provider processes. Any issues of non-compliance or prescribing out of the approved ‘traffic light system’ are debated, actions agreed and the outcomes reported to the CCC. 

6.0
Roles and Responsibilities

6.1
Ultimate accountability for ensuring that all national guidance for best practice is implemented rests with the Accountable Officer (AO) for NHS Sheffield CCG.

6.2
The Chief Nurse is responsible for the implementation and monitoring of national guidance for the organisation and along with the AO has responsibility for ensuring systems and processes are in place for the implementation and monitoring of NICE.

6.3
The Medical Director will act as required in order to resolve any issues or problems through agreed internal processes.

6.4
Contract Managers and Quality Managers will ensure contracts and quality schedules take account of, and include, NICE guidance with an intention to comply. 

6.5
The Director of Finance will be responsible for ensuring all guidance has been accounted for, either in or out of tariff.

6.6
Clinical Directors (supported by commissioning managers) will be responsible for ensuring NICE guidance is considered when developing or reviewing services.
6.7
The Area Prescribing Group will agree and approve the appropriate city-wide use of NICE drugs, particularly those recommended within the TA programme. 

6.8
City-wide groups with a remit for implementing NICE or national guidance will be responsible for co-ordinating and monitoring the process of implementation.

6.9
Public Health will take the strategic lead on all public health related guidance, linking with specific leads within each of the major providers, and the local authority, as appropriate.

7.0
Mental Capacity Act
Having considered and completed the MCA compliance statement at Appendix B, the MCA is not applicable to this policy.
8.0
Equality Impact Assessment

The policy is underpinned by a clear process, and will be applied to all NICE guidance. No patient, for any reason, either individually or by disease specific group, will be discriminated against by this policy. (Appendix C)
9.0
Dissemination and Implementation
9.1
Once approved, the policy will be available on the Intranet. 
9.2 
A number of systems and processes already exist within the organisation in relation to NICE. This policy aims to improve methods of working to ensure there is clear accountability, communication and support for this process.
10.0
Monitoring

10.1
A variety of documentation could be generated (mainly by providers but some will apply to NHS Sheffield CCG) as implementation progresses in order to provide the basis for monitoring against the model, and could include any of the following:

· Risks will be monitored
· Baseline assessments will be completed
· Action plans will be developed, as required, and will be monitored

· Providers will submit quarterly updates against the Sheffield priority programme (which includes all NICE guidance) to the commissioner to provide assurance of implementation and change

· Contracts will reflect commissioning requirements and agreement for service provision

· Service specifications will reflect NICE guidance where appropriate 

· An annual report will go to QAC 

· Provider Quality Reports and Annual reports will be available to triangulate intelligence 

· Issues of non-compliance will be dealt with through agreed processes in partnership with appropriate providers via exception reporting.

10.2
Clinical audit is still considered to be the ‘gold standard’ for providing assurance of compliance, however, it must be acknowledged that where other forms of robust evidence are available these will be used to support statements of compliance.

11.0
Related Policies

NHS Sheffield CCG Clinical Audit Policy
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Appendix A – NHS Sheffield CCG model for NICE guidance

1. Forward work programme
NICE provide details for all of their guidance due for publication on a forward planner. This includes anticipated publication dates, as far in advance as possible, to aid planning of services and commissioning decisions.
NHS Sheffield CCG is a registered stakeholder for all guidance and is actively involved throughout the development process. This ensures all are aware of any guidance that is expected and the draft recommendations could act as a catalyst for discussion to try to identify any discrepancies in existing service provision. 
At this point discussions should take place with regards to the future commissioning of services e.g. annual quality contracts, planning, finance, service specifications, specialised commissioning, IFR etc.
Horizon scanning will be undertaken on a regular basis to ensure all other relevant national guidance is identified and collated for further discussion and appropriate action, which will include adding it to the Sheffield priority programme for quarterly monitoring.
2. Guidance Release

A NICE summary is produced which provides detail on specific recommendations, costing and applicability. This summary is widely disseminated, both internally and externally, via email and is discussed at the Area Prescribing Group to ensure that all who need to know about the latest NICE guidance do know. Specific action may not be required but these alerts act as a reminder for all staff.
3. NHS Sheffield CCG

Needs to be aware of the following but the detail will depend on the guidance:

Newly published guidance

· The NICE forward work programme / other horizon scanning documentation, to aid planning

· Financial position – that all guidance has been accounted for e.g. via PbR, Specialised commissioning
· Whether contracts / service specifications exist or are being developed

· Organisations (both commissioner and provider) to decide internally if the new guidance is applicable to their services and to identify a lead clinician / service where appropriate
· OR is there a group already in existence that has appropriate structure, accountability and representation from all organisations that could lead on implementation city-wide (If a group does not already exist it may be more appropriate for each organisation to appoint a lead and for those leads to meet regularly to ensure progress is being made and there is no overlap between organisations. The care pathway could be used as a model for this way of working).

· Prescribing status both across the city and within provider organisations (approved drug traffic light list)

Existing guidance
· Specific issues that require further discussion and clarification at strategic level (for example implementers are having particular difficulties with specific recommendations / extra funding or business plans are required etc.)

· Discuss ongoing implementation – is everything going to plan

· The results of clinical audit or assessment data – are there specific issues that need to be discussed following the audit (for example costs of new service developments or further improvements; revised service specifications)

· Re-audit data

· Feedback to contract managers

· What actions are planned and what have been achieved


Implementers
· This can include specific services within an organisation either commissioner or provider
· It can be independent contractors 
· It could be organisations working jointly across the city / interface (including primary care provider services, secondary care, public health, local authority, voluntary sector, private sector etc.)
4. Providers 

Each provider has developed internal systems for tracking and monitoring the implementation of NICE and national guidance. Specifically, they will have a responsibility to undertake baseline assessments / gap analysis, to create action plans to address any issues or gaps, to monitor implementation, assess compliance and implement any changes required in order to comply / implement as fully as possible.

5. Commissioning Role
Transparent negotiation and agreement throughout the commissioning process to agree new funding, de-commissioning, changes to current practice etc.
NHS Sheffield CCG
The commissioners will agree the local priorities through discussion with providers based on existing contract negotiations / agreement, and through feedback from the provider based on their assessments and action plans. 

This could include, but is not restricted to:

· Contract managers who will receive information related to the specific provider contracts they manage 

· Clinical Directors / Portfolio leads (supported by commissioning managers). 

· Individual Funding Requests panel 
6. Performance Monitoring

This will primarily fall under the remit of NHS Sheffield CCG Clinical Audit and Effectiveness to ensure all necessary assurances are in place or that discussions have taken place that clearly document any existing issues or problems associated with overall implementation.

An annual report will be produced for Quality Assurance Committee clearly showing progress and highlighting any issues that have been discussed and the outcome of the discussions.

Appendix B – - Mental Capacity Act Compliance Statement
Any policy 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 for the policy setting out:

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

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


	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


	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 requires staff to follow in relation to mental capacity


	N/A


To provide practical support to staff implementing the policy, a links 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 policy being developed.  

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

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

	Title of policy or service 
	NICE Implementation Policy

	Name and role of officers completing the assessment
	Beverly Ryton, Clinical Audit and Effectiveness Manager

	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 the CCG has a robust system for managing NICE guidance, both internally and with providers.

To ensure the CCG is aware of any issues of non-compliance and that these are monitored appropriately by NHS Sheffield CCG. 

To ensure NICE guidance is actively considered and followed where appropriately for locally commissioned services.

(Clinical Audit Policy)


	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

	Lead Officer 
	Beverly Ryton
	Review date:
	August 2022


Appendix D - Clinical Policies and Guidelines 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 guideline development clearly identified?
	Yes 
	
	
	

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

	4.  Does the group represent all key disciplines?
	Yes 
	
	
	

	Context and Content
	
	
	
	

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

	6.  Are the objectives clearly identified?
	Yes 
	
	
	

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

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

	Clarity
	
	
	
	

	9.  Do the guidelines 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 guideline 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.  Were the guidelines independently reviewed prior to publication/issue?
	Yes 
	
	
	

	19.  Were the guidelines piloted and if so has this been effectively evaluated?
	Yes 
	
	
	Existing processes in place

	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
	
	This is a revised policy so ongoing awareness raising to be done 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 guidelines been agreed?
	Yes 
	
	
	Proposed for 24 months hence

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

	Monitoring
	
	
	
	

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

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