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	Report Summary; detailing any action required

	A new Controlled Drug Accountable Officer (CDAO) has been appointed. The 2025/26 audit of controlled drug governance gives ‘reasonable assurance’, confirming strong policies and generally compliant practice. However, organisational oversight and reporting are not yet fully developed, limiting assurance. All audit actions are on track with none overdue, but further governance strengthening is required.

	Key Issues

	Internal audit actions are being progressed in line with agreed timescales, with no overdue actions, however there is a risk of slippage in relation to the education and training programme, which is being revised to support a more robust and sustainable approach.

	Decision / Action required
	No

	Recommendations

	Members are asked to:
· Take cognisance of the appointment of a new Controlled Drug Accountable Officer.
· Take assurance from the ‘reasonable assurance’ internal audit report;
· Take assurance that a management response is in place and there are currently no overdue actions;
· Be cognisant that the timescales for the development of a training package are likely to slip, but this is to provide a more robust and sustainable approach. 
· Ensure Service Groups report compliance regarding Controlled Drug Policy Audits through this group.




                  Controlled Drugs Governance & Assurance 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.

2. BACKGROUND

2.1 New Controlled Drug Accountable Officer
Following a period during which the Executive Medical Director undertook the role of interim Controlled Drug Accountable Officer, subsequent to the retirement of the previous postholder in March, Owain Williams has now been appointed to the substantive role. This appointment is alongside his position as Clinical Director for Pharmacy and Medicines Management. 


2.2 Internal Audit of Controlled Drug Governance 25/26
Following completion of an internal audit of Controlled Drug Governance in 2025-26, work has continued across the Service Groups on the agreed management actions. A full copy of the report is included at Appendix 1. The audit received an overall rating of ‘reasonable assurance’, with individual objectives rated as follows:

	Objective 
	Rating

	Objective 1: Policies and procedures are in place that set out the arrangements and responsibilities for the management of controlled drugs, and these are available to staff on wards and theatres.
	Substantial (and no actions recommended)

	Objective 2: The ordering, delivery and administration of controlled drugs is carried out in accordance with the policy and operating procedures, by authorised individuals, with records completed as required.
	Reasonable 

	Objective 3: There are controlled drugs registers in place on each ward and theatre, which are completed accurately and reconcile to stock levels.
	Reasonable (and no actions recommended)

	Objective 4: Controlled drugs are securely stored, with the keys held by an appropriate person.
	Reasonable

	Objective 5: Appropriate checks and audits are undertaken by health board staff in line with policy and acted upon accordingly.
	Reasonable

	Objective 6: There is appropriate oversight of controlled drugs within the health board, including incidents.
	Limited

	Objective 7: Recommendations raised in the recent Health Inspectorate Wales review are being actioned and monitored.
	Reasonable (and no actions recommended)



The audit identified a number of positive findings. In particular, improvements were noted in the ordering and administration of controlled drugs, as well as in the completion of pharmacy-led audits of controlled drug registers. However, governance and reporting arrangements were highlighted as areas of relative weakness. The audit acknowledged that a revised governance structure, including regular reporting from the Service Groups to the Quality and Safety Group, had recently been introduced, and at the time of the audit, this had not matured sufficiently to demonstrate consistent compliance across all Service Groups. 

Reassuringly, the audit confirmed that policies and procedures for the management of controlled drugs are in place, clearly define roles and responsibilities, and are accessible to staff. This resulted in a ‘substantial’ assurance rating for this objective. ‘Reasonable’ assurance was provided for objectives relating to the ordering, delivery, administration, storage, audit and record-keeping of controlled drugs, as well as for the implementation of recommendations arising from the Health Inspectorate Wales review of Morriston Emergency Department.

The only area to receive a ‘limited’ assurance rating was that relating to organisational oversight of controlled drugs, including incident reporting. The audit identified a range of management actions to strengthen both Service Group and corporate oversight arrangements. Of particular relevance are the corporate oversight actions, including the implementation of consistent reporting mechanisms. While auditors recognised that the revised reporting arrangements were at an early stage, compliance with reporting requirements at the time was inconsistent. Subsequently, enhancements have been made, including refinement of the reporting template and development of a Datix reporting dashboard to support data collection. It is anticipated that these developments will strengthen the quality and consistency of reporting to this group and improve overall assurance. 

All high-priority actions identified within the audit have now been completed, and there are currently no over-due actions. Some slippage is anticipated in relation to the development of a training and education package; however, this delay is expected to support the development of a more robust and sustainable approach, with improved compliance monitoring and assurance.

Whilst ‘reasonable assurance’ was provided in relation to audit and monitoring arrangements, it remains important that Service Groups continue to strengthen local governance. In particular, AMaT audit outcomes and associated action plans should be embedded as standing agenda items within Service Group governance meetings, with progress monitored until completion and compliance reported through to the Quality and Safety Group. This represents a further key area for continued focus by this group in strengthening organisational assurance.


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 outlined in this paper aim to mitigate this risk of non-compliance through strengthening the Health Board’s CD governance. 

4.  OPEN AUDIT RECOMMENDATIONS 
There is currently one overdue action but evidence to support its closure has been shared with the Head of Compliance.

5. FINANCIAL IMPLICATIONS
There are no financial implications associated with this report.

6. RECOMMENDATION
Members are asked to:
· Take cognisance of the appointment of a new Controlled Drug Accountable Officer.
· Take assurance from the ‘reasonable assurance’ internal audit report;
· Take assurance that a management response is in place and there are currently no overdue actions;
· Be cognisant that the timescales for the development of a training package are likely to slip, but this is to provide a more robust and sustainable approach. 
· Ensure Service Groups report compliance regarding Controlled Drug Policy Audits through this group.



	Governance and Assurance

	Strategic Objectives

	Strategic Objectives
(please choose which is impacted)
	People of Swansea Bay live healthier, fairer and more prosperous lives
	☐
	
	Care is high quality, safe, efficient and delivers the best possible outcomes for people in partnerships  
	☒
	
	Care is delivered in partnership with our communities in safe and appropriate setting, supported by innovation
	☐
	
	The health board is a great place to work where staff feel valued and work together towards a common goal
	☐
	
	The health board is a resilient, sustainable and responsible organisation
	☒
	Health and Care Standards

	Standards (please choose which applies)
	Safe Care
	☒
	
	Timely Care
	☐
	
	Effective Care
	☐
	
	Efficient Care
	☐
	
	Equitable care
	☐
	
	Person-centred Care
	☐
	
	Staff and Resources
	☒
	Enablers (please choose which applies)
	Whole Systems Approach
	☒
	
	Leadership
	☒
	
	Workforce
	☒
	
	Culture
	☐
	
	Information 
	☒
	
	Learning, Improvement and Research
	☐
	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

	There are no financial implications associated with this report. 


	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. 


	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

	Bi-Annual Report to Q&S Committee.

	Appendices

	Appendix 1 - Internal Audit of Controlled Drug Governance
Appendix 2 - Audit Action Tracker 
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