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	Purpose of the Report
	The purpose of the report is to inform the completion of conversion to NRFit connectors for spinal medications.


	Key Issues



	· A national decision was made to replace ‘Luer-based’ connectors used to administer medication into the spinal canal in response to patient safety concerns;
· [bookmark: _Hlk172186265]In December 2021, Welsh Government advised that there were sufficient NRFit devices to replace the ‘Luer-based’ connectors
· The health board established an implementation team in January 2024, after a successful test changeover in oncology and haematology in autumn 2023.
· Conversion is now complete across NPT, Singleton & Morriston Service Groups ahead of the Welsh Government deadline of 22nd December 2024.

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

	
	☐	☐	☒	☐
	Recommendations

	Members are asked to:
· ACKNOWLEDGE Completion of the Conversion Project noting project approach, timelines and exceptions.
ACKNOWLEDGE The increased business-as-usual / operational costs associated with the new NRfit equipment.
· ACKNOWLEDGE The post-project risks and agreed owning areas.




NRFIT CONVERSION

1. INTRODUCTION
The purpose of the report is to summarise the Swansea Bay University Health Board Conversion Project’s approach and strategy to implement the new connectors in line with Patient Safety Notice 063.

2. BACKGROUND
In order to treat certain medical conditions, medications can be administered into the spinal canal. Previously this has been via ‘Luer-based’ connectors which are commonly used. However, this commonality of connector carries significant risk of accidental wrong route administration of medication. The potential for a fatal outcome from this is well known, especially if medication intended to be administered via a vein (intravenous administration) is wrongly injected into the spine (intrathecal or epidural administration) aka neuraxial applications. To reduce the risk, in 2010, a new international standard for small bore connectors (ISO 80369) was developed. This included a dedicated connector for neuraxial applications (NRFit™ ISO 80369-6) defined as “those for administering medications to neuraxial sites, wound infiltration anaesthesia delivery and other regional anaesthesia procedures, or to monitor or remove cerebrospinal fluid for therapeutic or diagnostic purposes. Despite the agreed changes there was difficulty in obtaining NRFit devices. 

In December 2021, Welsh Government issued a patient safety notice advising 
that there are sufficient NRFit devices available to replace the range of ‘Leur-based’ connectors and that NHS Wales organisations should commence the conversion. 

The health board (HB) established a NRFit task and finish group to convert the HB from ‘Luer’ to NRFit for neuraxial procedures. The first conversion happened in Oncology and Haematology for intrathecal injections in autumn 2023. 

An implementation project team was then formed in January 2024 to build upon the preparatory work completed the year before. The implementation team had a high-level objective to changeover the in-scope equipment for each of the three acute hospital sites as well as Adult Critical Care Transfer Service (ACCTS), Emergency Medical Retrieval and Transfer Service (EMRTS) and the Beacon Centre/MCAS (musculo-skeletal clinical assessment service).

The latest notice from Welsh Government advises all Health Boards to complete its NRfit conversion before 22nd December 2024.

3. GOVERNANCE AND RISK ISSUES
Transition to the new NRFit connector at Swansea Bay was delivered using project management technique underpinned by a multi-disciplinary implementation team including: finance, procurement, sourcing, equipment managed services, estates overseen by a Project Manager and a Lead Clinical Anaesthetist.

The implementation team’s objectives were:
· Communicating with staff and raise awareness
· Work with nominated area leads (who will receive the equipment ‘at conversion’)
· Ready the health board for NRFit conversion - coordination of safe transition/conversion
· Ensure the smooth transition to business-as-usual ordering (post project/conversion)
· Maintain close communication with Welsh Government and WNCRG (Welsh Non Luer Connectors Reference Group)

The overall success of the project was defined as the ‘Business as Usual’ adoption of the in-scope items four working weeks after each site changeover/conversion. This, and the implementation teams objectives have now been achieved and the project has now entered the closure phase. The Patient Safety and Compliance group have been updated about the progress of the project and that it is now complete.

(i) Timelines & Conversion Status
The implementation team executed a phased plan to achieve full conversion of Singleton, NPT & Morriston.  

Full conversion has now been completed across the service groups comprising of:

· Phase 1: NPT & Singleton (Completed June 2024)
· Phase 2: Morriston (Completed July 2024)

[bookmark: _Hlk172215301]In regard to the 3 x smaller in-scope sites:
· Beacon Centre has successfully been converted (Completed July 2024)
· Through clinical request, the ACCTS & EMRTS areas requested they ‘self-convert’ (Completed August 2024) 
A detailed implementation plan was developed and all phases are completed, therefore the project has now formally closed.

(ii) Governance
Swansea Bay is a member of the All Wales Neuraxial Connectors Reference Group (AWNCRG), this all-Wales group is chaired by Welsh Government. The implementation project team reports progress into the AWNCRG. 

In addition, an ‘information-only’ SBAR has been circulated through each of the following groups to raise awareness of the project and associated timescales.
1. Medical Devices Committee  
1. Patient Safety and Governance group 
1. Clinical Outcomes and Effectiveness Group 

(iii) Conversion Planning and Readiness

Pre-Conversion
[bookmark: _Hlk172277601]As part of the deployment plan, hands-on sessions were arranged with the support of the project team so that clinicians had an opportunity to see and test the NRFit equipment ahead of changeover, the project has recorded a number of videos, covering the project, theatres, spinal, lumbar and anaesthetics.

An Internal intranet site was created hosting a suite of documentation including: the patient safety notification, an NRFit design overview video, FAQs as-well as shortly containing the new NRFit order codes.

A vast communication plan has been delivered spanning all service group sites - targeting a mix of clinical groups and specialisms. 

A guide to the NRFit equipment has been created which includes the relevant procurement details to assist those staff who are responsible for ordering equipment for the clinical areas.  

In order to ensure a safe changeover and to reduce the time where ‘Luer’ and NRFit neuraxial equipment is in circulation within the Health Board, the initial order of NRFit equipment was placed centrally and will subsequently be cross-charged to the relevant cost codes. This has allowed the equipment to be supplied and held safely in an isolated/secured bay until required for changeover, greatly reducing the risk of NRFit equipment being mistakenly released into circulation early.

Significant work was undertaken in preparation for deployment by developing the lists of required equipment – mapping old to new. The majority of existing Luer neuraxial equipment had a direct NRFit equivalent. 

During Conversion
During conversion, there was a nominated area lead in each ward/department. On the changeover days, the pre-ordered NRFit equipment was taken to the ward/department and where applicable, Luer neuraxial equipment was removed.

Post Conversion
[bookmark: _Hlk172277761]Following changeover, procurement systems have been updated to ensure that NRFit equipment is available for ongoing ordering by the individual areas, once their project supplied stock depletes. 

Where Luer neuraxial equipment needs to remain on the catalogue (e.g. where it is used for non-neuraxial procedures), the item descriptions will be updated to reduce the risk of the items being mistakenly ordered for use in neuraxial procedures. 

Luer equipment has been moved from deployment areas to MEMS in Singleton – isolated away from clinical areas. The medical devices group will formally decide the future of these devices. There are less than 2 x cages of old equipment stock as the respective areas ‘run-down’ Luer stock to reduce clinical wastage.

(iv) [bookmark: _Hlk172278071]Exceptions/Exclusions
After clinical analysis, the project has identified a number of NRFit exceptions and therefore will not be part of the summer 2024 conversion, this is due to no appropriate NRFit equipment to convert to.
These are:
· Caudals
· Eye blocks
· Pudendal nerve block needle
· Neonates
[bookmark: _Hlk172278159]The areas that use these items (who are not being converted) have been communicated with and have been made aware that they need to complete a risk assessment for continued use of these specific Luer needles. This risk assessment needs to be reviewed and updated annually as suitable NRfit products may be come available in the future. These items will need to be ordered on a non-catalogue basis from July 2024 onwards. Post project, there is a significant risk these Luer products would be discontinued in the very near future as suppliers discontinue these products, the associated areas have been encouraged to review alternative products (Risk_01 captured below).

(v) Key Post-Project Risk Log Entries:

The ‘post-project’ risks identified and owing team/department are: 
1. Risk_01: Unavailability of required equipment, suppliers withdrawing legacy equipment from market
· There is a significant risk Luer products would be discontinued in the very near future as suppliers discontinue these products
· The associated areas have been encouraged to review alternative products and have subsequently been made aware of the risk. 

2. Risk_02: Failure to restock after initial handover of centrally ordered project stock
· Clear communication of new order codes to areas via email, intranet site and posters. NRFit support mailbox publicised. 
· Note: this risk is not applicable to Theatres as the restock automatically via OMNICELL.

3. [bookmark: _Hlk172278289]Risk_03: There were reports relating to an issue filling the NRFit autofusers related to a manufacturing problem. There appears to be a poor connection between the syringe and filling port on the autofuser in spite of using small syringes which leads to leakage both inside and outside the autofuser.
· Working with clinical representatives (including the Acute Pain team) a reasonable alternative method to fill these using a short NRFit 10cm extension set were communicated via emails, posters and through visits to impacted areas. This seems to prevent leakage at the filling port as the syringe does not need to connect direct to the autofuser. 
· It is not possible to have an entirely closed aspiration system as this requires a male to male adaptor which does not exist in NRFit.
· The Acute Pain team have raised the risk on their departmental area and completed a yellow-card. 
· The Acute Pain team are subsequently making contact with a different company to change brand of autofuser and have accepted the action to take this forward.  

4.  FINANCIAL IMPLICATIONS
A sample of 15 NRFit consumable items (out of 52) was compared to the currently used ‘Luer’ lock items, in order to establish whether or not this patient safety implementation would realise a cost pressure to the health board. The analysis indicated that an operational / business-as-usual cost pressure is to be expected. The cost fell for two items, 6p and 12p respectively, but the remaining thirteen items will realise a cost pressure of between 2p to £9-40 per item. The project has a detailed list of equipment that was ordered and compared. The members are asked to note that this changeover is a result of a Welsh Government issued a mandate, received on 15.02.24 instructing Health Boards to complete the conversion prior to 22.12.24 – Appendix 2. Finance are aware of this position as they have representation on the project team. 

5. RECOMMENDATION
Members are asked to:
· ACKNOWLEDGE Completion of the Conversion Project noting project approach, timelines and exceptions.
· ACKNOWLEDGE The increased business-as-usual / operational costs associated with the new NRfit equipment.
· ACKNOWLEDGE The post-project risks and agreed owning areas.





















	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

	Patient safety concerns were reported in relation to the administration of the wrong medications into the spinal canal due to the generic connector on the Luer-based devices. A change to the NRFit connectors significantly reduce this risk as they have connector points which are only suitable for the types of medications which can be administered into the spinal canal. 

	Financial Implications

	The board are asked to NOTE the increased business-as-usual / operational costs associated with the new NRfit equipment as outlined in section 4.

	Legal Implications (including equality and diversity assessment)

	There was no assessment of the Legal Implications included within the scope of this project. 

	Staffing Implications

	There was no assessment included within the scope of this project. Once the conversion project is complete, the business-as-usual teams would be responsible for the subsequent ordering via existing ‘ordering processes/routes’

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

	The project requirements derive from the national patient safety notice and the associated Welsh Government letter (mandate) received 15/02/24.

	Report History
	None to note. 

	Appendices
	Nil 
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