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	Purpose of the Report
	This paper provides a progress report on the strengthening of controlled drug governance arrangements across the Health Board.
 

	Key Issues



	The Controlled Drugs (Supervision of Management and Use) (Wales) Regulations 2008 place a statutory responsibility on the Health Board and its Controlled Drug Accountable Officer to ensure the safe management and use of controlled drugs. As previously noted, controlled drug governance requires strengthening across the Health Board in order to provide the necessary assurance regarding compliance with this legislation.


	Specific Action Required 
(please choose one only)
	Information
	Discussion
	Assurance
	Approval

	
	☐	☐	☒	☐
	Recommendations

	Members are asked to receive this progress report detailing the actions taken to strengthen controlled drug governance across the Health Board.












Controlled Drug Governance and Assurance (Progress Report)


1. INTRODUCTION

The Controlled Drugs (Supervision of Management and Use) (Wales) Regulations 2008 place a statutory responsibility on the Health Board and its Controlled Drug Accountable Officer (CDAO) to ensure the safe management and use of Controlled Drugs (CDs). It has been identified by the CDAO that CD governance needs to be strengthened across the Health Board in order to provide the Board with the necessary assurance regarding compliance with this legislation. This paper documents progress made to date.



2. BACKGROUND

2.1 The 3 phase approach
As discussed in previous update papers, initial strengthening of controlled drug (CD) governance followed a three phase approach. This included commitment to a Service Group CD Charter, agreement for Service Group CD Lead/Controlled Drug Accountable Officer (CDAO) meetings and the development of a Service Group Controlled Drug Management and Assurance Plan (CDMAP).
The CDAO met with each of the four Service Group CD Leads during the period November 2022 to January 2023 to discuss CD governance issues. In addition, the CDAO organised a Service Group, ‘Sharing Practice,’ session during March 2023 where Primary Care & Therapies and Morriston Hospital Service Groups shared presentations on work undertaken to strengthen controlled drug governance. The next CDAO/Service group CD Lead meetings are planned for October 2023.
All four Service Groups now have a CD lead in post with Morriston Hospital Service group having appointed Dr Manju Krishnan to this role.
The internal audit of CD Governance (discussed in more detail below) provided specific recommendations around strengthening CDMAPs which Service Group CD Leads will need to address.

2.2 Internal Audit Report of Controlled Drug Governance (November 2022)
In November 2022, following an audit comprising of ward/theatre visits and meetings with Service Group CD Leads, Internal Audit produced a report of ‘reasonable assurance’ overall.
It has not been possible to meet the initial deadlines for action in response to the audit’s three recommendations. This is largely because it has taken longer than originally anticipated to identify the best way forward regarding potential CD policy and standard operating procedure changes. Teams involved in the delivery of this action plan have also had to manage competing priorities with limited resource to progress this work. In June 2023 the CDAO provided Audit Committee with an updated action plan and wrote to Service Group CD Leads to make them aware of actions required going forward. The CDAO, Pharmacy and Service Group colleagues will work together to ensure required action is taken over the coming months to address the audit’s recommendations.

2.3 Home Office Controlled Drug Licenses
The Health Board currently requires further work in order to gain asssurance regarding compliance with Home Office CD licensing requirements (Health Board Risk Register reference 1799, current rating = 12). 
The CDAO met with representatives from the Home Office Drugs & Firearms Licensing Unit on the 10th January 2023. The purpose of the meeting was to conclusively determine the requirement for Home Office CD Licenses by the Health Board and resolve the conflict in advice between the Home Office and legal representatives of the Health Board. During the meeting the Home Office advised on licensing requirements for a small number of paradigm examples of controlled drug management by the Health Board. At the conclusion of the meeting, the Home Office made clear to the Health Board that at that point in time the Health Board were non-compliant with statutory obligations in this area and gave a deadline of the 27th January 2023 by which to make any required applications - failure to do so would result in enforcement action by the Home Office (which includes the possibility of criminal sanction against individuals as well as the Health Board). The CDAO has worked with the Medical Director and Director of Corporate Governance to ensure the Health Board identifies areas where a Home Office CD License is required. Service Group senior teams together with pharmacy colleagues have reviewed controlled drug activity, and in discussion with the CDAO have agreed where licensing is required and have made the necessary applications to the Home Office. The CDAO, in conjunction with Director of Corporate Governance continue to explore potential additional licensing requirements around care provided by external providers on SBU Health Board sites and private healthcare provision.

2.4 Clinical Governance Monitoring of Substance Misuse Services
[bookmark: _GoBack]Over recent months the CDAO has undertaken a high level review to better understand the level of controlled drug clinical governance monitoring of substance misuse prescribing services locally. Following discussions with key stakeholders the CDAO feels that further work is required in order to gain assurance that monitoring is sufficient. Consequently, the CDAO has scheduled meetings with senior staff within the Health Board involved with the commissioning arrangements for these services in order to explore controlled drug clinical governance monitoring further.



3. GOVERNANCE AND RISK ISSUES

The Controlled Drugs (Supervision of Management and Use) (Wales) Regulations 2008 place a statutory responsibility on the Health Board and its CDAO to ensure the safe management and use of CDs. Strengthening of CD governance is required across the Health Board in order to move towards a fully compliant position against these statutory responsibilities. The actions taken to date and future plans outlined in this paper aim to mitigate this risk of non-compliance through strengthening the Health Board’s CD governance. 


4.  FINANCIAL IMPLICATIONS

Strengthening CD governance requires a significant amount of time from both staff supporting the CDAO, Service Groups and corporate colleagues. In recognition of this, the phased approach to implementing strengthened CD governance is designed to deliver improved governance within a context of existing service pressures and competing priorities.

5. RECOMMENDATION

Members are asked to receive this progress report detailing the actions taken to strengthen controlled drug governance across the Health Board.

	Governance and Assurance


	Link to Enabling Objectives
(please choose)
	Supporting better health and wellbeing by actively promoting and empowering people to live well in resilient communities

	
	Partnerships for Improving Health and Wellbeing
	☐
	
	Co-Production and Health Literacy
	☐
	
	Digitally Enabled Health and Wellbeing
	☐
	
	Deliver better care through excellent health and care services achieving the outcomes that matter most to people 

	
	Best Value Outcomes and High Quality Care
	☒
	
	Partnerships for Care
	☒
	
	Excellent Staff
	☐
	
	Digitally Enabled Care
	☐
	
	Outstanding Research, Innovation, Education and Learning
	☐
	Health and Care Standards

	(please choose)
	Staying Healthy
	☐
	
	Safe Care
	☒
	
	Effective  Care
	☐
	
	Dignified Care
	☐
	
	Timely Care
	☐
	
	Individual Care
	☐
	
	Staff and Resources
	☒
	Quality, Safety and Patient Experience

	Action taken to strengthen CD governance across the Health Board will include improvements in the quality and safety of care provided, as it relates to CDs and hence the patient experience.


	Financial Implications

	Strengthening CD governance will require a significant amount of time from both staff supporting the CDAO, Service Groups and corporate colleagues. In recognition of this, the phased approach being taken is designed to deliver improved CD governance within a context of existing service pressures and competing priorities.


	Legal Implications (including equality and diversity assessment)

	The Controlled Drugs (Supervision of Management and Use) (Wales) Regulations 2008 place a statutory responsibility on the Health Board and its CDAO to ensure the safe management and use of CDs. Strengthening of CD governance is required across the Health Board in order to move towards a fully compliant position against these statutory responsibilities. 


	Staffing Implications

	The strengthening of CD governance will require a significant amount of time from both staff supporting the CDAO, Service Groups and corporate colleagues. In recognition of this, the phased approach being taken is designed to deliver improved CD governance within a context of existing service pressures and competing priorities.


	Long Term Implications (including the impact of the Well-being of Future Generations (Wales) Act 2015)

	· Long Term – The Health Board will have strengthened CD governance in line with requirements of, ‘The Controlled Drugs (Supervision of Management and Use) (Wales) Regulations 2008.’
· Prevention – Strengthened CD governance will help to prevent CD incidents.
· Integration – Integrating the requirements of, ‘The Controlled Drugs (Supervision of Management and Use) (Wales) Regulations 2008,’ with the existing governance mechanisms of the Health Board will strengthen overall CD governance.
· Collaboration – The approach being taken will encourage collaboration between Service Groups in the development of strengthened CD governance.
· Involvement – Health Board wide involvement in the development of strengthened CD governance will produce a synergistic effect at a whole system level. 


	Report History
	· Presentation made to the SLT in March 2019 regarding concerns about controlled drug governance.

· Paper presented to SLT on the 6th November 2019 entitled ‘Controlled Drug Governance: Update Report’ – this paper outlined the previous concept of a Health Board CD Governance Framework.

· Paper presented to SLT on the 5th November 2020 entitled, ‘Controlled Drug Governance and Assurance’ – This paper set out the new phased approach to strengthening CD governance. 

· Paper presented to Quality & Safety Committee on 27th April 2021 entitled ‘Controlled Drug Governance and Assurance (Progress Report)

· Paper presented to Quality & Safety Committee on 23rd November 2021 entitled ‘Controlled Drug Governance and Assurance (Progress Report)

· Paper presented to Quality & Safety Committee on 24th May 2022 entitled ‘Controlled Drug Governance and Assurance (Progress Report)

· Paper presented to Quality & Safety Committee on 25th October 2022 entitled ‘Controlled Drug Governance and Assurance (Progress Report)


	Appendices
	N/A
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