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1.
POLICY STATEMENT

1.1
This document outlines the process for development, engagement, approval, dissemination, and review of key organisational documents such as policies, strategies, procedures, guidelines and protocols. 
2.
SCOPE OF POLICY

2.1 This policy applies to all staff and any particular areas of responsibility are listed in section setting out responsibilities.

2.2   
Unless otherwise stated, the phrase ‘key documents’ will be the term used when a point is equally relevant to a range of documents whether they be strategies, policies, procedures, protocols, guidelines etc.  

2.3
This policy relates to organisation wide documents however its principles equally apply to any local policy documents that are developed which are specific to defined department as they also need to be appropriately authenticated and regularly updated so that they form a reliable and valid source of good practice for staff. 

3.
AIMS AND OBJECTIVES

3.1 The purpose of this policy is to ensure that:

3.1.1 all written key documents comply in terms of their format and content.

3.1.2 there are systems in place for: 

· maintenance of a comprehensive index of all key documents

· systems for engagement and approval of organisation wide key documents 
· comprehensive arrangements for dissemination of organisation wide policies, procedures, protocols, and guidelines across the organisation

· systems for review of such documents within an appropriate timescale.

3.1.3 to provide a template for local policy documents to follow.

3.2
This policy aligns with the Health Boards corporate objectives in terms of providing systems to ensure effective governance of key organisational documents. 
4.
DEFINITIONS

· Strategy -  is a long term plan designed to achieve particular goals or objectives which is supported by policies and or procedures;
· Policy - a written statement of intent, setting out the way in which an issue is to be managed by the Health Board. They are underpinned with evidence based procedures and guidelines and are mandatory, binding staff to follow them.  They require an Equality Impact Analysis (EIA – refer to 5.5)
· Procedure - set out a series of actions which, when taken in a required order, will achieve a desired outcome. Procedures set out the operational processes to be followed to meet the objectives of the policy. They must include reference of any researched evidence used;
· Protocols - provide step by step guidance.  Within a protocol it must be clear by whose authority it is being implemented, what the scope of the protocol is and what should be done if practice is to be outside the protocol and reasons must be documented.  Protocols are not mandatory, however they are generally prescriptive; 

· Guidelines - give general advice and recommendations for dealing with specific circumstances. They give options of how something might be carried out. Clinical guidelines are an aid to helping health care professionals and patients make the right decision about health care (NICE, 2001).  Guidelines are not prescriptive and neither are they mandatory.  
5.
IDENTIFYING THE NEED FOR A DOCUMENT 

5.1

The diverse nature of health care means there will be a large number of policies, 
procedures, guidelines and protocols in place. Some will apply across the 
organisation and be relevant to all staff, and others will be specific to certain areas or activities.  It is important that documents are assigned the correct definition as set out in point 4.  
5.2   Documents that apply across the organisation must be sponsored by a lead Executive Director and therefore the author proposing the development of a policy document will need to discuss any proposal to create a new policy document with the relevant sponsor before proceeding.  The sponsor/author of the document should identify themselves by job title as the contact point on the front of the document.. 
5.3
When the need for a new policy or WCD arises, the Corporate Services Department should be informed before preparation commences to ensure there is not a document already in existence on the same or a similar subject.  Authors should complete the initial approval form checklist (Appendix 1).

5.4
Rather than drafting a completely new key document in some instances there may be an existing version that that simply needs updating within its three year life.  In such instances depending on whether the document is clinical or non-clinical this will need to be flagged by email to the relevant team details of which are under point 6.3 & 6.4. 

5.5 
In accordance with the Equality Act 2010, the document will require an Integrated  Impact Assessment (IIA). The document author must carry this out and include the IIA when the document is taken to the relevant committee for ratification.   Please contact the Director of Insight, Communications and Engagement Directorate for further information on the IIA process. 
           The IIA process considers:

           Equality impacts under the Equality Act (2010), how patients, stakeholders and staff have been involved in developing the document, the public sector equality duty, socio-economic duty, biodiversity,  Welsh Language (Wales) Measure 2011, Wellbeing of Future Generations Act (Wales) 2015 including contribution to the seven national wellbeing goals and give ways of working, contribution to the health meeting its strategic objectives and contribution to the Health Board’s Quality Ambitions.
5.6
The process for formulation and production and approval must follow the steps outlined in this document under sections 5 - 8.  

5.7
The language used within a key document should be plain English avoiding technical terms wherever possible and abbreviations/acronyms should not be used. If technical terms are necessary, or abbreviations desirable, they must be explained using a glossary / footnotes. 

5.8
In accordance with the requirements of GDPR, names of individual staff must not be contained within key documents however job titles can be used.  This will prevent a document being out of date should staff members leave their posts.  
5.9
All documents must comply with current legislation, national and professional guidance. Policies must be based on sound evidence and be appropriately referenced.  

5.10
Where a document requires that records are to be kept, the requirements of such documentation should be clearly set out in the document.
5.11
Where training is required to be able to implement a document, this must be clearly defined.

5.12
Any cost implications arising from a key document must be defined in the covering report circulated at the time of engagement/approval. 

5.13
The sponsor is responsible for ensuring that the final version of the key document is fit for purpose and that it has followed a robust engagement process prior to it being presented for final approval (see Section 7 for information on the engagement/approval process).
6.
RESPONSIBILITIES

6.1
Staff are responsible for the documents they use and create.  Furthermore staff are responsible for ensuring that they are aware of the key documents relevant to their area of work, and that they act in accordance with these. 

6.2
Clinical and Corporate areas are responsible for implementing systems to ensure that their staff within their area are promptly made aware of new or replacement documents and that they have a means of accessing live documents via the intranet site.  

6.3
The Corporate Services Department will act as a central point of contact for all organisation-wide non-clinical document queries and will manage the organisation’s non-clinical policy publication and archive system. They will:

(
undertake a pre-publication check to validate compliance with the ‘Policy on Policies’ and those not meeting the requirements will not be published.

· ensure strict version control for organisation wide clinical documents; 

(
ensure newly approved organisation-wide documents are notified to operational management units and corporate areas by email (
advise and assist responsible officers as necessary with document queries;
(
maintain a library of current documents which sets out date of approval and date of review;
· maintain a library of archived documents.


The Corporate Services Department is located at Health Board Headquarters, One Talbot Gateway, Port Talbot, SA12 7BR and can be contacted by email at sbu.inquiries@wales.nhs.uk.


6.4
The organisation wide clinical document directory ‘Clinical Online Information Network’ (COIN) is managed by the Library & Knowledge Service based at Cefn Coed Hospital Library.   The contact extension numbers are ext 36606/36454 and the email address is SBU.COINAdministration@wales.nhs.uk.

They will:

(
advise and assist responsible officers on queries with clinical documents;
· ensure a regular report is generated on new, revised, extended and expired organisation wide clinical documents and circulate accordingly;
(
keep a record of organisation wide clinical documents that are due for renewal and remind authors of impending expiry dates.

· Expedite out of date clinical documents to the COEG Committee
· maintain a repository of archived organisation wide clinical documents.


· Develop, manage and maintain the COIN directory SharePoint site.

Detailed information on the approval/publication process for clinical documents can be found on the COIN homepage or via the following link:

https://nhswales365.sharepoint.com/sites/SBUClinicalPathways/SitePages/How-to-Publish-on-COIN.aspx
· Whether clinical or non-clinical, organisation-wide or locally applicable, document authors are responsible for:

Identifying themselves as the contact point on the front of the document.  Any documents not identifying the author will not be published.   
· the appropriate production, engagement and timely review of key documents 
· carrying out an integrated impact assessment as an integral part of policy development.  Any policy not containing a reference to the outcome of the IIA assessment will not be published
· ensuring that support measures are in place to provide training and advice, where required, by key document users 

· ensuring that existing policy documents are flagged to the appropriate custodian (Corporate Services or COIN Team) in order that documents under review are accordingly marked.  

· at the point when a revised version of an existing key document is approved, flagging the relevant pre-existing version with the appropriate custodian to enable both archiving and also to ensure that the newly approved document is published by the appropriate custodian team. 
· In addition to COIN there is  WISDOM (Wales Information System for the Dissemination of Obstetric, Gynaecology & Midwifery Material). WISDOM is a national platform that provides direct access to validated, current, and professionally endorsed content for Obstetric, Gynaecology & Midwifery staff https://wisdom.nhs.wales/health-board-guidelines/

     



7.         ENGAGEMENT / APPROVAL PROCESS      
7.1 All new or significantly revised key documents must be developed through engagement with the relevant target audience involving appropriate managerial, professional, clinical and staff representation as necessary. The period of engagement must be adequate to allow robust engagement i.e. not less than 2 week but possibly as long as twelve weeks. The engagement must be led by the author and completed prior to the document beginning the approval process. 
7.2 Once engagement has been completed and content finalised the author is responsible for including any changes to the document as a result of engagement within the Integrated Impact Assessment and producing a covering report setting out the extent of the engagement process followed and details of any significant differences of opinion / risks identified as part of this. This must be channelled through the executive sponsor to the relevant Board, Committee, Group or Forum who will be asked to approve the document. If the terms of reference of a Board level committee or Board level Group/Forum confirm it has delegated the approval process then the approval still requires formal reporting upwards and notifying by the author to the relevant committee. If there is no covering report (see appendix 2) summarizing the process followed for engagement the document will not be published. 
7.3 Standing Orders set out a Scheme of Delegation for the UHB and for organisation-wide documents.  Strategies are a matter on which Health Board approval is required.  Certain key policies also require approval by the Health Board (see section 7.6) whilst others are delegated to the appropriate Committee, Forum or Executive based Group (see section 7.7).  Any delegated approvals must also be submitted through the relevant Executive Sponsor to either Corporate Services in the case of non-clinical policy documents or the COIN team for clinical policy documents to enable the document to be published on the intranet.  A copy of the relevant minute confirming the approval will be required by corporate services.    Documents that have not gained the required approval will not be published. 
7.4 Where documents are written on an all-Wales basis for formal adoption by the UHB, the Board will delegate adoption of the document to the relevant Committee, Forum or Group. 
7.5 Local documents requiring approval will be subject to a documented process set out at operational level.  These will be documents that are only applicable to a particular department or hospital site rather than the organisation as a whole. 
7.6 Documents Reserved for Approval by the Health Board and or one of its Committees or Groups or Forums
	Approving Body 
	Themes 

	Health Board 

(usually require approval of the document by the Executive Board prior to consideration by the Health Board)
	Statutory/Legislative e.g. Standing Orders, Standing Financial Instructions etc , 



	Audit Committee 
	Financial Management , Corporate Governance, counter fraud. 



	Quality & Safety Governance Group (sub-group of Q&SC)
	Clinical Governance, risk management and patient care related documents 



	Health & Safety Operational Group (sub-group of Q&SC)
	Health & Safety, Estates and Facilities, Support Services

	Partnership Forum  
	Workforce matters (including all-Wales human resource policies on behalf of the Board).



	Performance & Finance Committee 
	Performance & Finance Arrangements



	Mental Health & Learning Disabilities Legislative Committee
	Compliance with the Mental Health Act, Powers of Discharge 

	Charitable Funds Committee

(in conjunction with Charitable Fund Trustees)
	Investments, Fundraising, 

Bequests, Donations 



	Digital, Data, Research & Innovation Committee
	Information Governance, health records, subject access, intellectual property and research & development (R&D)

	Executive Board 
	Any other matters including organisation-wide clinical and non-clinical policies 

	Service Groups  


	Departmental clinical or non-clinical documents that are not organisation-wide – ‘local’ documents.


7.7 Documents must be produced using the document template provided in appendix 4 to this policy and will not be published unless they meet the requirements set out in this document. Appendix 3 contains the standard front cover which is to be applied to Health Board policies and other WCD along with supplementary guidance in appendix 5.   The only exception to this is for documents that are issued on an all-Wales basis.  

7.8 Where changes are found to be necessary to a document between the date of approval and review, the nature of the changes will need to be considered by the relevant Executive Sponsor. Where changes are not considered material they can authorise an amendment and the document will then need to be relayed by email for publication (either Corporate Services in the case of non-clinical policy documents or the COIN Team for clinical policy documents) confirming on the front cover summarizing the updates made and when this took place. Where changes are significant, the document will need to be subject to engagement and reconsidered by the committee, forum or group who originally approved the document. Subsequent approval will need to be notified via the author to Corporate Services (non-clinical documents) to the COIN team (clinical documents). Urgent approvals can be sought from the Executive Board/Senior Leadership Team as necessary.
7.9 If a document has come to the end of its three year life and the necessary amendments are not felt significant it will not require further engagement and can be sent to approval to the relevant body providing a summary of the changes on its front cover.
7.10 Corporate Services will maintain records of all organisation-wide documents reported to the Executive Board (or its successor) which sets out whether the item was approved or otherwise.  
7.11 Service Groups are responsible for publishing and maintaining an up-to-date record of any local documents that have been approved and for ensuring that documents are appropriately archived when they are overtaken and that documents are reviewed within a three-year timescale.
7.12 A mechanism to involve patients, stakeholders and members of the public in engagement will be used where this is appropriate, demonstrating the organisation’s commitment to working with the local community. Further information on this process can be accessed from the Directorate of Insight, Engagement and Communications Directorate. All engagement will be led by the author and must be completed prior to the document approval process. 
8.
PUBLICATION / DISSEMINATION OF ORGANISATION WIDE  
DOCUMENTS 

8.1
The Corporate Services Department are responsible for:

· Publishing email notices to operational management teams and corporate areas regarding newly approved organisation-wide non- clinical documents.

· Publishing the approved organisation-wide non-clinical document on the Intranet Document Database.

8.2
The COIN team are responsible for:

· Publishing email notices to operational management teams and clinical directors regarding newly approved/reviewed/revised/expired organisation-wide clinical documents.

· Publishing the approved organisation-wide clinical document on the COIN directory.  

8.3
Operational Management Teams are responsible for:

· Notifying staff of the publication of the document and ensuring they have a means of accessing such documents so that they can be implemented as necessary by staff in their day-to-day role. 

9.
REVIEW PROCESS 
9.1
A small number of documents need to be reviewed annually (and this requirement will be identified in individual documents), with the majority requiring review and re-approval in three years.  Sometimes however a document which was subject to a three-year cycle (or two year cycle for some clinical documents) will also need to be reviewed earlier in the light of changing practice or Welsh Government guidance/ policy changes etc.  The author/sponsor of the individual document is responsible for ensuring this takes place.
9.2
Any corporate wide documents beyond their three-year lifespan will remain extant until reviewed.  The author (executive lead sponsor) must therefore ensure that they take steps to ensure that they either arrange for a document to be reviewed and reapproved prior to the three year anniversary or for it to be identified for archive. 
9.3
Clinical document authors will be contacted at regular intervals before their document expiry date by the Library & Knowledge Service.  Any clinical documents which are out of date and not reviewed by the author during the designated timeframe will be expedited to the Clinical Outcomes and Effectiveness Group (COEG) for escalation.

9.4
Organisational change can lead to more than one version of a document on a given subject area existing.  In such instances the author will take steps to develop a single version of the document.   Should this not be achieved prior to the document reaching three years post approval it will be archived. 
9.5
To assist Executives to maintaining an oversight of the documents approaching three years post-approval a twice yearly report will be submitted to the Management Board by the Director of Corporate Governanceoviding a summary of the position.  

10.
IMPLEMENTATION AND POLICY COMPLIANCE

10.1
Any advice required on implementation of this policy should be obtained via the Corporate Services Team.  

10.2
Corporate Services will undertake periodic sampling to verify compliance with the requirements of this policy.

10.3
Where documents are submitted for publication but do not meet the pre-publication requirements they will be not be published. Such documents will be returned to the Executive Sponsor for action. 

APPENDIX 1

DOCUMENT APPROVAL FORM/CHECKLIST

This form should be completed and approval obtained before you start producing your document.  The Integrated Impact Assessment should also have been started and any Welsh Language requirements considered.  To be completed by document author.

1. 
Proposed/existing title of document 

	


2.  ‘Owning group’ - which group/committee will own the document?  

	Name of group
	
	Chair of group
	

	Please indicate 

(further details may be requested if applicable)
	Internal Swansea Bay HB group                        Multi-agency group

Regional Group


3. What type of document are you proposing/adopting/reviewing?  

	Policy
	
	Procedure
	
	Guideline
	
	Protocol
	

	New
	
	Existing
	


4.
Which category will it be/is it? 

	Clinical
	
	Corporate
	


If this is a corporate document will/does it impact on patient care?  

	Yes
	
	No
	


5.
What is the reason for developing/adopting/reviewing this document?  Please tick the box that is most relevant.  If there are no relevant boxes please tick other and ensure that you specify the reason  in the box
	Improve/standardise clinical care/organisational procedures
	

	In response to complaint, incident or claim
	

	In response to alerts, safety notifications, WHCs etc
	

	Re-organisation of service/department
	

	New/amended legislation
	

	All Wales documents / national guidance documents to be adopted for use
	

	Replacing/updating existing written control documents. If so, which ones (Please include policy reference and full name)
	

	Other (please specify)
	


6. 
What will be/is the aim of the document?  What risks are being mitigated?
	


7.
Which other  written control documents will be/are relevant to the document?
	Document Number
	Document Name 

List all document names and numbers that are relevant to this document

	
	


8.
What will be/is the scope of this document? What service area is covered by the document?  Who does it affect? What patient groups? What professional groups or individuals does it affect? What competence is required by staff to use this procedure, eg completion of specific training, e-learning, formal qualification, competency framework, is required from users of the procedure?
	


9.
Collaboration with Key stakeholders - What staff groups/professional groups/clinical specialities/services/patient groups/external stakeholders will be/are responsible for implementing/complying with this document? These key stakeholders’ will need to be involved in the development/adoption/review of  the document to eliminate any barriers to its implementation prior to approval (see policy for guidance)

	


10.   Compliance with Legislation/regulation/Alert 

Please indicate which of the following need to be considered when developing/reviewing this document 

	Compliance with legislation/regulation/alert
	Please tick (

	Consent
	

	Deprivation of Liberty Safeguards (DOLS)
	

	Mental Capacity Act (MCA)
	

	Mental Health Act
	

	Safeguarding
	

	Data Protection/Records Management and Information Governance
	

	Welsh Language
	

	Counter Fraud
	

	Equality & Diversity
	

	National Safety Standards for Invasive Procedures (NatSSIPs)
	

	Alert/NCEPOD
	

	Interested parties
	

	NICE Guidance 
	

	Patient Information 
	

	Training/Learning & Development
	

	Legal
	

	Financial
	

	Workforce
	

	Medicines Management 
	

	Medical Devices
	

	Maternity
	

	Infection Prevention & Control 
	

	Business Continuity/Emergency Planning/Major Incident
	


11. Policy documents only: Who will be/is the sponsoring Executive Lead and date they agreed to own this document?

	Name:                                                                             Date: 


12.
Who will be/is the lead author/main contact for this document?  An individual’s name and details will need to be provided as a contact for this document for any queries arise both during development and after approval.
	Name
	

	Job Title
	

	Email Address
	


	Date of completion  
	
	Name of person completing this form:
	

	Chair of the owning group 
	
	Signature of the Chair of the owning Group:
	


Please send completed form to the Corporate Services Department.
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Name
(of Policy/Procedure/Guideline/ Strategy/ Protocol)

Document Author: e.g. Director of Corporate Governance
Approved by: e.g. Quality & Safety Committee 

Approval Date: this information can only be added once a document has received approval 
Review Date: Enter a date (1- 3years – 3 years being the norm) 
Document No: (this will be allocated by the document custodian i.e. Corporate Services or COIN Team)
Integrated Impact Assessment: An IIA for this document has been completed.  The impacts were identified in the IIA and action to mitigate negative impacts were considered by the committee/group agreeing this document.
APPENDIX 4

COMPONENTS OF A POLICY

A policy must contain the following components:

1. Policy Statement

A concise statement of the rationale for the policy, including where necessary reference to external regulations or other relevant guidance.

2. Scope of Policy

Exactly who the policy applies to and the consequences for non-compliance where appropriate.

3. Aims and Objectives

This should be a statement of the desired outcome the organisation is seeking to  achieve through the policy and how this aligns with corporate objectives. 

4. Responsibilities

Describes the responsibilities and duties of both management and employees.  It should include any particular functions that a particular post or department may have, relevant to the policy or its implementation

5. Definitions

Definition of terms where required

6. Implementation/Policy Compliance
Reference to how the policy is to be implemented.  This will be the main part of the policy, generally divided into sections and describe in detail what has to be done in order to comply with the policy, and achieve the policy statement. The document needs to set out how compliance with the policy is to be measured and reported.
7. Integrated Impact Assessment All Policies require these.  A statement confirming the IIA has been completed along with assurance that the committee which agreed the document considered the proposed mitigations alongside the document :

8. References
     
Policies must be based on sound evidence and be appropriately referenced. 

9. Getting Help

Details of the specific office or department to contact for interpretations, resolution of problems and other special situations

A policy may also need to contain the following additional components:

10. Related Policies

Where other policies are relevant these should be listed. 

11. Information, Instruction and Training

This section is relevant where instruction, training and supervision is necessary for to meet the policy requirements. It should detail when, how often and by whom the action will be taken and any requirement for keeping training records should be indicated.

12. Main Relevant Legislation

A list of the relevant statutory provisions which influence the organisation’s operation in relation to the policy.

APPENDIX 5

SUPPLEMENTARY GUIDANCE 

Document should be formatted in line with the Corporate Style as follows:

	Electronic format
	Microsoft Word

	Front Cover
	Corporate Template

	Body Text
	Verdana12

	Headings
	Verdanas 12 UPPER CASE

	Use of Bold
	Headings only

	Alignment
	Left aligned

	Line spacing
	Body text single

	Paragraph spacing
	One line between paragraphs.  Two lines between main sections

	Underlining
	None

	Staff names
	Use titles rather than names

	Logo
	Use Health Board Logo

	Headers and Footers
	Verdana 9

	Document Title
	To be included in the header on every page

	Page numbering
	To be included in the footer

	Bullets
	· Use standard bullets only

	Abbreviations
	State in full in first useage with abbreviation in brackets

	Referencing
	All reference material should be listed in full at the end of every document


21

