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	                                                                                                                                                                                                                                                  VELINDRE University NHS TRUST


Medical Devices Group
Thursday 15th Oct 2021
From 13.30 until 15.00 via MS Teams, 
Velindre Cancer Centre
Notes
	Attendees
	Apologies

	Tim Register – (TR) – (Chair)

Jignesh Raiyani (JR) 

Martin John (MJ)

Justin McCarthy (JMc)

Amy Britton (AB)

Donna Llewellyn (DL) 

Julianne Golding – (JG) 

Amy Mumford (AM) 

Sam Skelton – (SS)

Jonathan Fear – (JF) 

Anisa Mohamed (AM)

Mike Bray – (MB)

Helen Jones (HJ)


	Martyn Harries – (MH) 

Paul Jenkins (PJ)

Simon Lawrence – (SL) 

Owain Harries-Stevens – (OHS)

Viv Cooper (VC)

Claire Power (CP)

Paul Thomas (PT)

Hayley Harrison-Jeffreys (HHJ)

Clare Small – (CS) 

Pete Phillips (PP)

Charles Dalton – (CD)




	1. 
	Apologies: 

	TR

	2. 
	Minutes from previous meeting checked for accuracy.


	TR

	3. 
	Matters arising from previous meeting – MASTER Action Log found on TEAMS 

[image: image1.emf]3.Master  Actions  Log .xlsx


TR talked through master action log.
	TR

	4. 
	KEY SERVICE REPORTS 
a) Alert Reports-  MDA’s, MDSB, Field Safety Notices, Alerts 

[image: image2.emf]4a. MDA- MDSB -  FSN  - V1.0 Oct 2021.doc


JR talked through his report. No concern raised.
b) Incidents relating to Medical Devices
c) KPI

[image: image3.emf]4c2. KPI - Q2 2021  V1.0.xlsx


JR/TR talked through the report.
d) Medical Gases Group Report
Group meets twice a year in Febuary and September.


[image: image4.emf]4d. Medical Gas  Committee.docx


e) Electrical Safety User Group Report

[image: image5.emf]4e. Electrical Safety  Group.docx


Next one is in December
	JR

JR

JR/TR
TR

TR

	5. 
	SERVICE IMPROVEMENTS
a) VCC, NWIS & WBS Health Care Standards plan/action logs
Quarterly
Verbal updates/Document (Q2)

[image: image6.emf]Standard 2 9  Medical Devices Equipment and Diagnostic Systems VCC 2021-2022 - Q2.docx


TR talked through the Standard and Q1 update
b) Medical Devices Group Annual Objectives. Replaces The current updated workplan (to be updated when relevant action logs are completed).
                
[image: image7.emf]5b. Velindre UNHST  Medical Devices Group Annual Objectives 2020-21.docx

     
TR talked through the objectives and updated as required
	JR/NWIS/MJ
TR

	6. 
	CURRENT MEDICAL EQUIPMENT & DEVICES ISSUES

a) Manual Handling Equipment (hoists) 

as per master action log (agenda item 3)
	SS/JF

	7. 
	OTHER TOPICAL ISSUES

a) Medical Devices Regulations
Progress updates from VCC, NWIS & WBS on MDR

b) Divisional Procurement Procedure

Awaiting response from PT.


[image: image8.emf]7d1. Divisional  Procurement flowchart  V0.D9.3 - Draft


[image: image9.emf]7d2. Condemned or  Scraped Equipment form.docx


[image: image10.emf]7d3. ID002  Loan-Trial Equipment Memorandum - Draft.docx



 EMBED AcroExch.Document.11  [image: image11.emf]7d4. Trust U5K   V0.T3 - Draft



 EMBED AcroExch.Document.11  [image: image12.emf]7d5. Trust A5K   V0.T2 - Draft


· Under development

· VCC Medical Device/Equipment Requirement form

· Condemned or scrapped equipment flowchart

· Loan-Trial Equipment flowchart

· Acceptance test form
	JMcC/TR/MJ
TR/NWIS/MJ
PT/JR

	8. 
	Trust Quality & Safety Committee Highlight 

MDG topics to be included in the Trust Q&S Committee Highlight Report

(to be agreed by the MDG during this meeting, previous meeting report as per below:-)


[image: image13.emf]8. Committee  Highlight Report (quartely) -Blank.docx


	MDG


	9. 
	ANY OTHER BUSINESS
Proposal to move this to a quartley meeting – Aproved by MDG.
MDG ToR review date is October 2021 (next meeting)
	TR/MDG


	10. 
	Date & time of next meeting 

13th January 2022   13.30 – 15.00 via MS Teams
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Time 2021-2022

						Month 		Days per month		Work weekdays		Weekend days		Bank holidays								Weekday (hr)		Weekend (hr)		Bank holiday (hr)		Total hr per (hr)

				2020-2021 Bank Holiday														Q1		Gamma Camera		8.5		0		0		518.5

						Apr-21		30		20		8		2						CT Sim1		9		0		0		549

				4/2/21		May-21		31		19		10		2						CT Sim2		9		4		4		549

				4/5/21		Jun-21		30		22		8		0						MRI		8.5		0		0		518.5

				5/3/21		Jul-21		31		22		9		0						CT		8.5		0		0		518.5

				5/31/21		Aug-21		31		21		9		1

				8/30/21		Sep-21		30		22		8		0				Q2		Gamma Camera		8.5		0		0		552.5

				12/27/21		Oct-21		31		21		10		0						CT Sim1		9		0		0		585

				12/28/21		Nov-21		30		22		8		0						CT Sim2		9		4		4		585

				1/3/22		Dec-21		31		21		8		2						MRI		8.5		0		0		552.5

						Jan-22		31		20		10		1						CT		8.5		0		0		552.5

						Feb-22		29		20		9		0

						Mar-22		31		23		8		0				Q3		Gamma Camera		8.5		0		0		544

																				CT Sim1		9		0		0		576

																				CT Sim2		9		4		4		576

																				MRI		8.5		0		0		544

																				CT		8.5		0		0		544

																		Q4		Gamma Camera		8.5		0		0		535.5

																				CT Sim1		9		0		0		567

																				CT Sim2		9		4		4		567

																				MRI		8.5		0		0		535.5

																				CT		8.5		0		0		535.5





CT1&2 KPI

																Work hr

				CT Sims (Radiotherapy) availability: Q2								Mon-Fri 8am to 5pm				8.5

												Sat-Sun 9am to 1pm				4		If required 

												Bank holiday 9am to 1pm				4		If required 



						Month		Date		Downtime (hr) 		PPM (hr)		Downtime type		Service provider 						Available work hr 		Actual work hr		Downtime hr		Uptime (%)

				CT1 - CT00062860 (Envys)

						July		7/9/21		5		0		Varian RGSC                               

								7/27/21		0.58		0		IT password logout 

								7/28/21		4		0		Siemens  Laser adj 		 Siemens

						August		8/12/21		0		8		RPS /Physics Annual checks   

						September				0		0







						Total (hr)				9.58		8										549		539.42		9.58		98.3%



				CT2 - CT00062850 (Celyn)

						July				0		0

						August		8/5/21		0		8		RPS /Physics Annual checks   		 Siemens

						September		6/3/21		4		0		Siemens Cable replacement		 Siemens



						Total (hr)				4												549		545		4		99.3%





																						549		549		0		100.0%

																						Average Downtime				4		0.8%

																						Average uptime						99.2%









Radiology MRI&CT

																		Work hr

				MRI & CT (Radiology) availability: Q2 												Mon-Fri 8:30am to 5pm		8.5

																Sat-Sun 9am to 1pm				4		If required 

																Bank holiday 9am to 1pm				4		If required 



						Month		Date		Downtime time (hr) 		PPM (hr)				Downtime type		Service provider 				Available work hr 		Actual work hr		Downtime hr		Uptime (%)

				MRI

						July



						August



						September









						Total (hr)				0		0										518.5		518.50		0		100.0%



				CT

						July



						August



						September







						Total (hr)				0		0										518.5		518.50		0		100.0%



																						Average Downtime				0		0.0%

																						Average uptime						100.0%





Gamma Camera

																Work hr

				Gamma Camera (Nuclear Medicine) availability: Q2										Mon-Fri 8:30am to 5pm		8.5





						Month		Date		Downtime time (hr) 		PPM (hr)		Downtime type		Service provider 				Available work hr 		Actual work hr		Downtime hr		Uptime (%)



						July		7/8/21		8.5		0		camera fault

								7/22/21		2.5		0		camera fault

						August		8/4/21		8.5		0		camera fault

								8/5/21		8.5		0		camera fault

						September		8/20/21		0		8.5		Routine service

								8/21/21		0		8.5		Routine service













						Total (hr)				19.5		17								518.5		499		19.5		96.2%





																				 Downtime				19.5		3.8%

																				Uptime						96.2%











Linac



										J		U		L		Y		2		0		2		1

						LA6 not included in uptime figures due to lack of use.

												Target for		Actual		Activity		Cancelled -				Target for		Patient Treats

						Linac		Available Time		Downtime		Act. % UT		% Uptime		Time		Breakdown				PT. Treat % 		% Completed

						LA1		12863.0		360.0		95.00%		97.28%		9420		90		0		98.00%		99.05%

						LA2		12792.0		95.0		95.00%		99.26%		6620		115		0		98.00%		98.29%

						LA3		11874.0		375.0		95.00%		96.94%		6135		225		0		98.00%		96.46%

						LA4		13032.0		160.0		95.00%		98.79%		8250		60		0		98.00%		99.28%

						LA5		14744.0		190.0		95.00%		98.73%		9505		0		0		98.00%		100.00%

						LA6		10.0		0.0		95.00%		100.00%		10		0		0		98.00%		100.00%

						LA7		15443.0		270.0		95.00%		98.28%		10135		0		0		98.00%		100.00%

						LA8		12594.0		90.0		95.00%		99.29%		9795		0		0		98.00%		100.00%

						Average		93352.0		1540.0		95.00%		98.37%		59870.0		490.0		0.0		98.00%		99.01%

																												No major downtime



						A		U		G		U		S		T		2		0		2		1



												Target for		Actual		Activity		Cancelled -				Target for		Patient Treats

						Linac		Available Time		Downtime		Act. % UT		% Uptime		Time		Breakdown				PT. Treat % 		% Completed

						LA1		13778.0		1160.0		95.00%		92.23%		5715		0		0		98.00%		100.00%

						LA2		12244.0		295.0		95.00%		97.65%		7450		75		0		98.00%		99.00%

				COVID		LA3		12923.0		1185.0		95.00%		91.60%		5100		90		0		98.00%		98.27%

						LA4		12664.0		710.0		95.00%		94.69%		6015		300		0		98.00%		95.25%

						LA5		15413.0		865.0		95.00%		94.69%		8660		120		0		98.00%		98.63%

				Backup		LA6		6235.0		120.0		95.00%		98.11%		2110		0		0		98.00%		100.00%

						LA7		15533.0		240.0		95.00%		98.48%		11055		0		0		98.00%		100.00%

						LA8		12758.0		170.0		95.00%		98.69%		8460		105		0		98.00%		98.77%

						Average		101548.0		4745.0		95.00%		95.77%		54565.0		690.0		0.0		98.00%		98.74%

																												LA1		Wedge drive problems and an issue calibrating the MLC after a number of parts were replaced by Elekta

																												LA3		XVI upgrade by Elekta plus a number of MLC problems

						S		E       P		T      E		M    B		E		R		2		0		2		1



												Target for		Actual		Activity		Cancelled -				Target for		Patient Treats

						Linac		Available Time		Downtime		Act. % UT		% Uptime		Time		Breakdown				PT. Treat % 		% Completed

						LA1		13373.0		160.0		95.00%		98.82%		9000		0		0		98.00%		100.00%

						LA2		12303.0		160.0		95.00%		98.72%		6890		0		0		98.00%		100.00%

				COVID		LA3		11858.0		200.0		95.00%		98.34%		5190		0		0		98.00%		100.00%

						LA4		12180.0		425.0		95.00%		96.63%		6840		60		0		98.00%		99.13%

						LA5		13200.0		1690.0		95.00%		88.65%		7080		0		0		98.00%		100.00%

				Backup		LA6		5215.0		95.0		95.00%		98.21%		1825		25		0		98.00%		98.65%

						LA7		15294.0		270.0		95.00%		98.27%		9120		0		0		98.00%		100.00%

						LA8		12414.0		260.0		95.00%		97.95%		8145		0		0		98.00%		100.00%

						Average		95837.0		3260.0		95.00%		96.95%		54090.0		85.0		0.0		98.00%		99.72%

																												LA5		Intermittent gun current variations causing under doserate issues, a number of parts in the gun deck have been replaced





July 2021  %  Uptime

Actual % Uptime	







LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	0.97277471073130151	0.99262822999922407	0.96938525593926039	0.98787143723468773	0.98727735368956748	1	0.98281677591802963	0.99290444654683063	0.98366545857984311	Patient Treats % Completed	







LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	0.99053627760252361	0.98292501855976244	0.964622641509434	0.99277978339350181	1	1	1	1	0.99012338872360317	Target for Act. % UT	0.95	0.95	0.95	0.95	0.95	0.95	0.95	0.95	0.95	Target for PT. Treat % 	0.98	0.98	0.98	0.98	0.98	0.98	0.98	0.98	0.98	









August 2021  %  Uptime

Actual % Uptime	







LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	0.92234569554157186	0.97647340298269403	0.91600510348738307	0.94691191864812319	0.94686079370930087	0.98111723052714395	0.98478412477017685	0.98685024752475248	0.95766856464889327	Patient Treats % Completed	







LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	1	0.99003322259136217	0.98265895953757221	0.95249406175771967	0.98633257403189067	1	1	0.98774080560420319	0.98740745294034349	Target for Act. % UT	0.95	0.95	0.95	0.95	0.95	0.95	0.95	0.95	0.95	Target for PT. Treat % 	0.98	0.98	0.98	0.98	0.98	0.98	0.98	0.98	0.98	









September 2021  %  Uptime

Actual % Uptime	







LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	0.98817704869578071	0.98716199951857497	0.9834135014098524	0.96628322094406982	0.88650100738750837	0.98210922787193977	0.98265227447956827	0.97948556099100526	0.96947298016228745	Patient Treats % Completed	







LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	1	1	1	0.99130434782608701	1	0.98648648648648651	1	1	0.99722385428907179	Target for Act. % UT	0.95	0.95	0.95	0.95	0.95	0.95	0.95	0.95	0.95	Target for PT. Treat % 	0.98	0.98	0.98	0.98	0.98	0.98	0.98	0.98	0.98	
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		Meeting Name:

		Medical Gas Committee



		Date and Time:

		Thursday 16th September 2021 @ 09:30hrs



		Location:

		MS Teams 



		Chair:

		Bethan Tranter



		Scribe:

		Ashleigh Jones







		Attendee

		Title



		Bethan Tranter

		Chair, Chief Pharmacist [BT]



		Jason Hoskins

		Assistant Director of Estates [JH]



		Jonathan Fear

		Estates Manager [JF]



		Amy Mumford

		Deputy Head of Nursing [AM]



		Chris East

		Senior Performance Engineer (Medical Gases), Specialist Estates Services [CE]



		Rhys Martin Craig

		Pharmacy Technician [RMC]



		Andrew Sully

		Principal Pharmacist Quality Control & Qualified Person [AS]



		Robin Weaver

		Fire Safety Manager [RW]



		David Harding

		Operational Services Compliance Manager [DH]













		1.





		Welcome and apologies for absence 



BT welcomed everybody to the meeting and there were no apologies.







		2.









3.



































4.





















5.























6.





















7.

















8.









































9.















10.



















11.















12.























13.

















14.

		Minutes from last meeting



Previous minutes were reviewed by the group for accuracy.





Action plan/log



The group reviewed the action log. It was agreed to close point 15 and 19. Point 21 to be discussed between JF and BT outside the meeting. No updates for point 22, JF to chase information prior to next meeting. BT to provide feedback on point 24 at the next meeting which is linked with point 24a. Point 25 can be closed. BT to get an update from Hannah Russon regarding point 26. Point 27 can be closed.



Regarding point 29 – VCC has put in a bid under the COVID Recovery Board money to improve the resilience on site with regards to oxygen delivery by potentially having an additional manifold. CE to confirm that’s been received.



Actions: BT to provide feedback on points 24 and 24a and to get an update from Hannah Russon regarding point 26. CE to confirm whether the request for an additional manifold under point 29 has been received. JF to chase for an update on point 22.





Staff Training



Hannah Russon not present to give an update. DH pointed out that Radiotherapy have been missed from the training courses and any discussion regarding this despite the need for them to be there as they also handle cylinders and medical gas. Important for a Radiotherapy Superintendent to be present at these meetings.



Action: BT to get an update from Hannah Russon. DH to liaise with Helen Payne regarding the training program for Radiotherapy.





Oxygen J Cylinders, Bodok Seal



We brought in extra J sized cylinders during COVID, and JF requested a technician to check the dates on the manifold cylinders we have with the additional spares to ensure we’re not sending back cylinders with a lesser expiry time etc. No leaks with the bodok seals and all seems to be resolved. May be worth getting some sort of written procedure/guidance in place for this to stick on the wall in the manifold room.



Action: JF to draft an alert action card for cylinders.





Operational Services [Ops] – monthly stock and expiry check



DH shared a spreadsheet of the monthly gas order for internal and external gas stores with the group. Ops doesn’t check the wards as that’s the responsibility of ward staff, the spreadsheet reflects the gas that they have in store is in date. The spreadsheet suggests we don’t have Entonox on site and DH doesn’t believe we’re ordering any. RMC believes he saw it on CDU in the mediwell room.



Action: BT and DH to have a site walkaround and look for the Entonox.





All Wales Medical Gas Group/HSIB



BT shared a HSIB report with the group on issues in some hospitals in England during COVID surrounding the lack of management on their VIE systems. CE clarified these issues highlighted in the report, and said it’s worth reading the reports.



No actions.





NVCC Build/MGPS System



We need to bring what the requirements are of the new VCC [NVCC] in terms of medical gases into the conversation to ensure the group is fully covering it. JH and JF will be sitting in on the design project of NVCC and the FM element so they can tie in with the TCS team and bring information back to this committee.



Also a plan to build a new radio satellite centre in Newport [Neville Hall] and Velindre have put forward the requirement to have piped medical gases in there. BT agreed it would be appropriate to have piped medical gases but comments from Radiotherapy is required. Requested piped oxygen and vacuum through a manifold for Neville Hall. CE recommends discussing with Radiotherapy as there are some cons to using a manifold such as leaks etc.



Actions: JH to get comments from Radiotherapy on the Neville Hall situation to share with CE and JF. JF and JH to feed back to the committee on the discussions surrounding Neville Hall and NVCC. BT to add this as an agenda item to all meetings moving forward.





MGPS Audit 2021



CE to complete the report of his audit visit on site back in March. Will be sent out in a few weeks, and comments were sent to CE from JF and BT.



Action: JF to arrange a two-day site audit with CE.





Risk Register



BT shared the risk register with the group and asked for any comments or updates. CE informed we now have two APs and not just one, and JF said we have trained a third person (Matthew Lewis) but he has not yet been appointed as AP.



Actions: JF to arrange a site assessment with Matthew Lewis. The committee to review the risk register for comment prior to the next meeting.





Estates and Facilities Alerts



At the time of writing the agenda there was nothing but BT has since put a paper into the Teams group. Will come back to this topic in the next meeting.



No actions.





NHS Safety Alerts



Alert sent out regarding the misuse of medical air flow meters and staff connecting the patient mask to medical air flow. No action for our current site but medical air was proposed for NVCC. This alert is a good case against it due to patient deaths from putting them on air instead of oxygen. Group advises that we approach the Clinical Director for medical representatives for this committee to advise on matters that are more clinical.



No actions.





Incidents Involving Medical Gas





A search on the DATIX database was undertaken and there have been no incidents involving medical gas reported.



No actions.





For Information/Noting



BT asked if there was anything the group wanted to raise for the highlight report which goes to Quality and Safety Committee. JF wanted to raise the audit report with CE and ongoing issues with training regarding recurring costs.





Date and time of next meeting: 16th February 2022 @ 09:30.
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		Meeting Name:

		Electrical Safety Group



		Date and Time:

		Monday 21st June @ 09:00am



		Location:

		MS Teams



		Chair:

		Jonathan Fear



		Scribe:

		Ashleigh Jones









		Attendee

		Title



		Jonathan Fear

		VUNHST Estates Manager [JF]



		Robin Weaver

		VUNHST Fire Safety Manager [RW]



		Gareth Graves

		VUNHST Capital Planning Manager [GG]



		David Harding

		VCC Operational Services Compliance Manager [DH]



		Matthew Lewis

		VCC Estates Officer [ML]



		Ashleigh Jones

		VCC Estates Admin Support [AJ]



		Alun Evans

		VUNHST Compliance Manager [AE]



		Amy Mumford

		VCC Deputy Head of Nursing [AM]



		Helen Jones

		VUNHST Health & Safety Manager [HJ]



		Nigel Bolan

		NWSSP Senior Performance Standards Engineer [NB]



		Stephen Rees

		NWSSP Performance Standards Engineer [SR]



		Simon Russell

		NWSSP Head of Engineering, Specialist Estates Services [SRUSS]



		Helen Meighan

		VCC Senior Radiographer [HM]



		Milburn Mounter

		VCC Estates Maintenance Technician [MM]







AGENDA





		



















1.



























2.



























3.

		Apologies for absence 



JF welcomed everybody to the meeting and previous minutes were reviewed by the Group for accuracy. Paul Jenkins, Jason Hoskins, Tatiana Bartalucci and Paul Murphy sent their apologies. Vivienne Cooper and Michael Booth also sent their apologies and ensured a deputy attended.







Terms of Reference Draft



JF asked AJ to send out the draft Terms of Reference [ToR] again as the NWSSP members have only recently been invited to the group. It will then be discussed as an agenda item in the next meeting.



Action: AJ to resend the ToR to the group and add it as an agenda item in the next meeting.









PAT Testing


PAT Testing has been completed across all VUHST sites. JF and AE will be carrying out a compliance audit for WBS sites. JF offered a bit of background and informed the group we use a company named Cardiff PAT Test to carry out this work, and that they are very efficient in finding defects.



Action: AJ to ensure all PPM tasks for VUNHST PAT testing are on FACTS.





Crossover of Responsibility


JF has been unable to meet with Michael Booth as intended to discuss responsibility of various equipment within the XRAY department and will ensure a meeting is scheduled. Regarding the need for Competent Persons [CP], Stephen Lloyd [SL] has provided us with costs for Authorised Person [AP] and CP training along with a cost to look at certain documents such as procedure manuals.



JF informed NB, SR, and SRUSS of the situation regarding crossover of responsibility with medical equipment/treatment machines and ensuring a process and due diligence is in place with electrical works done by contractors. SR agreed it can be a problem and it all depends on how contractors are managed. Main problems lie with contractors working on any electrical items not necessarily medical equipment in itself. Works are also often done without the knowledge of health boards and clinical staff. JF pointed out the necessity of having Medical Physics and IT representatives to discuss these issues.



Action: JF to schedule a meeting with Michael Booth from XRAY. AJ to ensure we have a Medical Physics and IT presence for the next meeting by contacting Gareth Daniels and Tim Register.



		4.
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		HV Tripping/ACB maintenance


Regarding the Air Circuit Breakers [ACB] now being obsolete in the Switch Room and Power Centre, ML has contacted the company Eaton Power and was informed they don’t have any full ACB spares so they cannot sell a full unit, but they are still supporting the individual parts. ML now has costs for a retrofit for VCC which will be around £86,000.



JF said there’s a possibility this may not be invested in and might be one to put up on the risk register. Stephen Rees [SR] asked how old the ACBs are, to which ML responded they’re roughly twelve years old. JF asked whether Eaton told us what the rough life expectancy of these units are, and ML said they hadn’t but our units are regularly serviced by Macmillan Power so they’re in good condition.



JF asked whether we have anything scheduled in for ACB maintenance this year. ML said we have nothing scheduled yet as we have just reset the contract with Macmillan but he will set something up soon. JF asked whether annual maintenance was a requirement in line with the HTM, and NB said it’s in line with the manufacturer’s instructions but it can go up to five years.



Action: ML to check the ACBs, asset information and O&M documentation on site to ascertain the manufacturer’s recommendations in order to schedule a maintenance visit with Macmillan. AJ to then ensure this maintenance recommendation is populated into the FACTS system so we receive automated PPMs.








Couch Maintenance

JF asked ML whether he’s picked this up from Ian Preece who was previously dealing with this but has since retired. ML confirmed that he and another Estates technician Richard Thomas had gone around site and undertaken an initial inspection of the couches and replaced the feet to minimise their risk of getting tangled with the cables. Had since been left with the Nursing department to arrange getting them serviced by the company Medstrom.



Action: AJ to get an update from Nursing as to whether they were successful in arranging a maintenance contract with Medstrom.



DATEX Electrical Incidents and Welsh Government Electrical Safety Alerts



JF said we have not had any RN2C notifications since one of the units at VCC had an issue with an over pressurised system which was then resolved.



No actions.





5 Yearly Testing Update



ML has contacted the company J R Davies to inquire whether they can carry out the 5 yearly testing update out of hours in Zones 1 and 3. He’s received the full cost list and now has to arrange the works and contact all departments to keep them informed.



JF informed NB, SR and SRUSS we usually use the contractors SSE for our 5 yearly testing inspection as they were the cheapest with very good documentation, but since COVID they seem to have closed their central office meaning we can’t access our old documentation. May be worth noting with other health boards. As a result of this we’ve started using J R Davies. JF also mentioned we’re in the process of automating our testing inspections and creating PPMs for different areas. ML pointed out that even if boards are only one or two years old they’re usually picked up anyway to bring them in line with the others.



Action: ML to arrange these works and keep all departments informed.









Low Voltage Competent Persons [LV CPs)



ML confirmed that Ian Preece had the CP paperwork completed, but due to COVID we’re struggling to get the training done for CPs. ML said he’s discussed the possibility of external contractors receiving training and CP status with Stephen Lloyd so hopefully we will have a few more CPs in place. JF confirmed we’re in the process of scheduling this with SL and that we’re looking at allocating one day of training. ML also pointed out we have new staff within Estates so we will have to go through the process with them.



AE mentioned that the APs we have on site are out of compliance at the moment. He acknowledged ML has just completed a course but he will need to be reassessed. ML raised 18th Edition training – we had it all booked but due to COVID it didn’t go ahead. JF agreed it needs to be rescheduled and has asked SR to send over a list of additional people to go on the training.



NB mentioned since he’s been appointed he has three APs – JF, ML and MM and wanted to clarify a few things on his database such as First Aid and Refresher training. ML said he completed a defibrillation course recently as that was all he could get booked on but not the full First Aid course. JF asked AJ to liaise with Tatiana Bartalucci to arrange the CPR training. NB asked if JF was doing the LV Refresher training and JF confirmed he is doing it with SL. AE asked whether MM has been assessed and NB said he’s due to be assessed later this week, but according to his database he doesn’t have a current First Aid certificate for him. NB needs confirmation he’s been booked onto the course.



JF would like NWSSP Updates to be an agenda item for the next meeting. SR agreed and said usually Anthony Goddard would be here to give an update on HV but he’s away on a course. From an HV perspective we’re due an audit this year due to it being postponed last year with COVID, and Anthony Goddard will be arranging this. SR queried whether ML is due to be assessed who confirmed this to be the case and is halfway through but needs to complete it.



NB also said he and his colleagues can assist SL in looking at our HV Operational Policies as they have draft versions. JF said once SL has completed the Procedure Manuals and will then send them out for comment.



SRUSS informed the group that he, NB and SR are sitting on the group for updates on 0602 and 0603 Operational Procedural Manuals with NHS England and will eventually be looking at LV. Drafts will be finished towards the end of the year for comment and will hopefully be distributed to NHS Trusts around March 2022.



Action: ML to schedule training with SL. AJ to liaise with Tatiana Bartalucci to reschedule 18th Edition training and arrange CPR training. ML to send his training certificates to NB once received from Eastwood Park.







AOB



JF said in the past few weeks we’ve been looking at building the Welsh Blood Service [WBS] electrical and mechanical infrastructure and working closely with Consilium and SL. Interviews were held for the Phase One works and BAM was the successful contractor to take it forward.



JF informed the group of an issue with the earth on site. ML explained they were commissioning a distribution board on First Floor Ward when it was discovered the readings were slightly high on the ZS which they then followed to the Switch Room. Macmillan Power were called to investigate this and we’re due a report shortly, but we may have to get an earthing study for improvements. SR and NB happy to assist ML regarding the links etc with this outside the meeting.



The group was also informed by JF of a cable theft on site. It was noticed that one of the duct covers were missing and upon inspection ML discovered that all the single earth cables had been stolen. Through discussion with other health boards JF discovered it is now common to run earth cables in single steel wide armour so those attempting to steal will assume the cable is live. JF believes we may be adopting this moving forward and installing additional security measures around the ducts such as palisade fencing.



SR raised schemes going forward. Mentioned the HTM came out around two years ago and we’re now trying to push these domed resin labels because they don’t peel off etc, therefore on new schemes and refurbishments it will be worth asking contractors carrying out those works to price for those labels. SR is happy to meet with ML outside the meeting the show him the labels and give an update.



NB raised MM’s assessment due to take place this Thursday but the First Aid/CPR training needs completing. JF confirmed he will link in with those at Education and Development to get this done as soon as possible. NB asked if he could get confirmation that the course has been booked to continue the appointment process.



Action: JF to arrange First AID/CPR training with Education and Development as soon as possible and let NB know in order for MM to continue with the appointment process.





Date and time of next meeting: TBC
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Health & Care Standards Divisional Self-Assessment Tool 2021-2022 

		Divisional Self and Care Standard Lead

		Date received at Management Group for monitoring 



		Tim Register, Engineering Section Manager/Jignesh Raiyani Medical Devices Officer (VCC)



Peter Richardson, Head of Quality Assurance

(delete as required)



		  



		Operational Lead 

		Date approved at Senior Management Team and Divisional Review Meeting



		Kathy Ikin, Head of Radiation Services



		 



		Executive Lead

		Date approved at Executive Management Board & Quality Safety and Performance Committee



		Cath O’Brien, Chief Operating Officer

		Deadline for the first 2 quarters submission 2021 is the: 1st November 2021







		Score 2020-21



		Insert score from last year’s assessment    



		1

		2

		3

		4

		5



		

		

		

		

		



		Score 2021-22 



		Insert presumed score for the coming year



		1

		2

		3

		4

		5



		

		

		

		

		





Safe Care 





		

		Standard 2.9 Medical Devices, Equipment and Diagnostic Systems



Health services ensure the safe and effective procurement, use and disposal of medical equipment, devices and diagnostic systems.



		

		Sub Criteria

		Compliance with Criteria

		List of Detailed Evidence 

(Actual evidence to be stored on Health care Standards Shared Drive)

		How performance will be measured?



		1

		There is compliance with health, safety and environmental legislation, regulation and guidance.

		4

		Trust wide Medical Devices and Equipment Management Policy QS24 (2021), together with Sharps Safety Policy IPC09, incorporate current health and safety legislation, environmental legislation and current regulations and guidance pertaining to the procurement and use of medical devices. Actions, Reports and Minutes of bi-monthly Medical Devices Group (MDG) meetings. Medical Gases Group and Electrical Safety User Group.



The Trust Medical Devices Group (MDG) monitors compliance with regard to medical equipment, devices and diagnostic systems. Relevant issues are raised with the group and appropriate actions taken to address requirements. Members of the group are responsible for dissemination to their professional areas.  The MDG is comprises a wide variety of disciplines from within the Trust including VCC, WBS, NWIS and SMTL. An external consultant is also a member of the group, who has an intimate knowledge of the current legislation, as well as pending future legislation that relates to medical devices, keeping the group well informed at all times.



VCC is part of the Trust wide Environmental Management System which is certified to ISO 14001. An external audit by BM Trada in Velindre Cancer Centre on the 18/11/2020. The Trust passed the audit with no non conformities. VCC colleagues attend the Trust Estates Assurance meeting which shares best practice initiatives.



VCC have robust processes in place to ensure the safe disposal of Waste Electrical and Electronic Equipment (WEEE).  All equipment is disposed of in accordance with Trust and (where relevant) local Divisional policies and procedures.  The procedures are subject to audit as part of the annual internal audit of the VUNHST Digital Services function by the NHS Wales Shared Service Partnership (NWSSP). This process was included as part of the ISO14001:2015 external audit in November 2020. 



KPI monitoring of the medical devices.



Medical Devices database – under development



		Trust policy


Trust Medical Devices Group



Database



Compliance against Medical Devices Directive



ISO 14001



		2

		Processes ensure that equipment, and devices are maintained, cleaned and calibrated in accordance with manufacturer’s guidelines, ensuring they are appropriate for their intended use and for the environment in which they are used.

		5

		1. Trust wide Medical Devices and Equipment Management Policy QS24 (2021), which includes guidance pertaining to the maintenance and repair of medical devices. 

2. Trust policy on the Decontamination of Healthcare Equipment prior to inspection, service, maintenance or repair. 

3. Policy on Decontamination of Equipment IPC04. Workplace Equipment Policy QS36. Health, Safety and Welfare Policy QS18. Velindre Cancer Centre Health & Safety Procedure.

4. Service level agreements are in place and servicing, maintenance and decontamination record are held within relevant department. Risk Assessments and minutes of Senior Management meetings are available, along with minutes of the MDG.





The Trust MDG (via departmental representatives) monitors compliance with regard to medical devices, equipment and diagnostic systems. Issues are raised and addressed by the group.



Service Level Agreements (SLA) continue to be in place with a neighbouring Health Board, external contractors and the Velindre internal Medical Physics department (Engineering), to ensure that devices are maintained, cleaned and calibrated in accordance with manufacturer’s guidelines. Internal processes are in place to clean and decontaminate equipment on a regular basis during use and prior to maintenance/service. Decontamination records are held both within the department where the device is used and within clinical engineering.



POCT SLA between C&V POCT services and VCC is in place.



A comprehensive equipment database has been implemented and initial medical equipment inventory has been added and work is continuing to add more devices. Once completed it will improve the management and maintenance processes of medical devices across the organisation. There is a read only access to the C&V medical database for VCC medical devices available to assist better management.



Medical devices & equipment Planned Preventative Maintenance (PPM) service is scheduled in advance and these devices/equipment are maintained, cleaned and calibrated as per manufacturer guidance.



Development of a divisional procedure for the procurement of medical devices and medical equipment is ongoing. The Trust Infection Prevention and Control Management Group (IPCMG) monitors and reports on processes where decontamination of equipment is carried out and processes are audited.



		Trust Policies



SLA’s



		3

		An ongoing programme of training and competence assessment covers staff and users.



		5

		In accordance with the Trust policy, all training needs and competency assessments are arranged and monitored locally, within divisions and hosted organisations. Training and competence assessments held by relevant departments and services.



The need for clinical/technical training continues to be identified as part of the PADR process with local managers responsible for identifying the individual training needs of each member of staff.



When new medical devices or equipment are purchased, a programme of training is initiated to ensure that all relevant staff are made aware of any new techniques or operating procedures.

		Trust Policy



Training Records



		4

		Timely reporting and management arrangements exist to address any device, equipment or system faults in use or in stock, including any alert or warning notices issued by appropriate agencies such as MHRA



		5

		There is a central function for the receipt and distribution of safety alerts, which includes Medical Device Alerts (MDA), Medical Device Safety Bulletin (MDSB), National Patient Safety Alerts (NatPSA) (For Medical Devices only). There is a Trust Alerts Working Group that discusses and monitors progress on the implementation of alerts received from various sources, including the MHRA. There is also a 

1.  Trust wide Medical Devices and Equipment Management Policy QS24 (2021), outlines brief guidance pertaining to the MHRA alerting procedures. 

2. Trust wide procedure on the Alerts process - Safety Notices and Important Documents Management Procedure QS02 (2019). 

3. Datix - available to use and inform notifications when equipment is involved in an incident. MHRA Field Safety Notices (FSN) /Medical Device Alert (MDA) database.  Minutes of MDG and Patient Safety Group



Trust Safety Notices and Important Documents Policy on the management, receipt and distribution of safety alert bulletins, which include Medical Device Alerts.  Internal device or equipment incidents are reported locally, into the Datix Risk Management system and reviewed/actioned as required. 



Datix medical devices indecent report is received and discussed at MDG on a quarterly basis. Linear accelerator uptime is reported monthly as part of Trust wide KPI. 



Relevant alerts are received and distributed by the divisional medical devices co-ordinator and follow up actions monitored by the MDG where applicable.



The medical devices co-ordinator continues to establish whether Medical Device Alerts or Field Safety Notices are relevant to the division and will monitor that any required action is taken, reporting on progress to both the MDG and the divisional patient safety group. A written report is received and discussed at each MDG meeting, advising the status and what, if any, action has been undertaken.

	

		Trust Alerts process



Job description



		5.

		Suitable and sustainable systems, policies and procedures are in place for medical device decontamination by competent staff in an appropriate environment

		5

		Trust policy on the Decontamination of Healthcare Equipment prior to inspection, service, maintenance or repair. Policy for the Inclusion of Infection Prevention and Control within Building Development, Change & Adaptation - IPC19 (2019).  Policy on Decontamination of Equipment IPC04. SLA’s in place.



Infection Control representatives attend the MDG, monitor compliance in this area and liaise with the group on relevant issues. There is also a separate Infection Prevention and Control Management Group, where decontamination issues can be raised and discussed. The Trust Medical Device Officer also attends this meeting.



Divisional decontamination policies and procedures are in place and, in addition, there is a process prior to purchasing equipment, that requires confirmation of the decontamination and cleaning requirements of medical devices and equipment, which ensures that the Velindre Cancer Centre has access to the appropriate decontamination and cleaning facilities. Having a regular system of audit in place helps to ensure safe practices.

		Trust Policies



Trust wide group



Divisional procedures



Audits



Procurement processes



		
Self-Assessment Rating





		 

Assessment Level

		1

We do not yet have a clear, agreed understanding of where we are (or how we are doing) and what / where we need to improve

		2

We are aware of the improvements that need to be made and have prioritised them, but are not yet able to demonstrate meaningful action.

		3

We are developing plans and processes and can demonstrate progress with some of our key areas for improvement

		4

We have well developed plans and processes can demonstrate sustainable improvement throughout the organisation / business

		5

We can demonstrate sustained good practice and innovation that is shared throughout the organisations / business, and which others can learn from







		Current Rating:





		



		

		

		

√

		



		Working towards Self-assessment Score:

		

		

		

		

		√







		Our achievements:

		By whom 

		Due date



		POCT improvement – working towards getting POCT devices results/patient demographics information viewable in the WCP environment and POCT devices.

		Team work

		Q3



		Database - Initial database Inventory check has been completed. Planned go live has been scheduled for mid-October 2021.

		Team work

		2021/2022



		Our challenges:

		

		



		Remote access for database supplier (RAM) still needs to be resolved with our IT.



		Team work

		2021/2022



		Development of the new QMS system (ISO 13485) for inhouse manufacturing of Medical Devices is challenging due to the amount of documentation required. This is particularly challenging due to routine duties that we have to maintain alongside developing this QMS system. 



		Team work

		2021/2022



		POCT – WPOCT is not querying MPI – NWIS and Siemens (supplier) are looking at the issue.



		Team work

		Q3



		Our priorities and aims for the coming year: 

		

		



		Working towards implementation QMS and procedures put in place to meet in-house manufacturing and its use requirements as will be defined by MHRA going forward.



		Team work

		2021/2022



		Continue implementing the equipment database, ensuring its consistency and then the rollout to department leads and other divisions.



		Jignesh Raiyani

		2021/2022



		Implement a robust divisional procedure for the procurement of medical devices and medical equipment, that underpins the Trust policy and ensure that department processes are implemented to support these.  This element is not specified within the criteria for the standard but is a fundamental part of the overall standard statement.

		Jignesh Raiyani

		2021/2022
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Summary of MDA’s, Field Safety Notices, Alerts and Equipment concerns

July 2021 – Sep 2021

Key: Black – not applicable

         Red – applicable 


         Orange – possibly applicable and awaiting feedback

          Green – Issue resolved – close after approval 


Medical Device Alerts (New)

Medical Device Safety Bulletin (MDSB)

· None

Field Safety Notices applicable to VCC/WBS

VCC: 

· FCA-EL-0015 – Elekta Digital Linear Accelerator - Two events have been reported where, after removal from the machine, Diode D1 has ruptured, spraying


· Engineering has been informed.

· Elekta is currently working on a solution to eliminate this failure mode, which when released, will replace the current diode in production and field failures as they occur.


· Requires PPE during maintenance work with any modulator cover removed.
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·  DSI/2021/008 - Fraudulent activity by this third-party sterilisation provider has been identified. Multiple medical device manufacturers are affected. Manufacturers are advising customers of actions required to mitigate risks.

· This doesn’t apply directly to us as we do not use the sterilisation service provided Steril Milano which is based in Italy. However many manufacturers or supply chain to manufacturers have used this company and probably have been affected. Hence, we may be effected if we are using any of the product(s) those manufacturer produced but we don’t yet know which product, if any.  

· Will have to wait until MHRA releases further information or additional information particularly stating which product(s) is affected. 


· Also it is more likely to be single use medical device(s)/consumable(s). 


WBS: 

· None reported 

Other Product defect

Radiology: 


· Medrad Stellant Multi Patient Kit (Syringe) - Used with Medrad Stellant CT Injection System - Rubber plunger is becoming unattached from the black hard plastic ring that attaches to the pump piston and this makes it impossible for the pump to withdraw to refill. 

· Simon Lawrence has reported this issue to Bayer including cause as below.

· 7 syringe were failed so far. These all occurred when the pump was being refilled so it was never attached to a patient.  


· The solution was to open a new 24hr syringe pack and replace the faulty contrast syringe with a new one.

· As far as user believe this type of issue has not happened before.
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Previous open MDA/FSN/Other

VCC:

· None

WBS: 

· None

PAGE  
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Jignesh Raiyani


V1.0

Medical Devices Officer
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Field Corrective Action Reference: 200-01-103-083 



This notice reference: FCA-EL-0015 



URGENT 



IMPORTANT FIELD SAFETY NOTIFICATION 
 



 
   



FCO: 200-01-103-083, VID: 01 Elekta Limited Cornerstone, Page 1 of 5 



 London Road Crawley, West Sussex RH10 9BL, United Kingdom  
 



Confidential and Proprietary Information 
+44 1293 544 422  



© Elekta Group 2021.  All Rights Reserved Elekta Care™ Community QMS0433EN-07 
 



Restricted Information and Basic Personal Data 



Subject: For service user: precautions to be taken when handling diode D1   



Product: Digital Linear Accelerator 



Scope: All Linacs 



Notification Released:  August 2021 



UDI Reference:  Not applicable 



  



This document contains confidential and proprietary information of the Elekta Group and is for recipient use only.  Subject to Copyright 



protection, any dissemination, distribution or copying of this document is strictly prohibited without written permission of Elekta. 



 



Description of Problem:



Two events have been reported where, after removal from the machine, Diode D1 has ruptured, spraying 



shattering pieces in the area where it was stored.  



 



Details: 
There is a risk that the Diode D1 in the Modulator can fail in a destructive manner, and that the protective 
tube surrounding the diode may fail to contain the ejected matter. As the destructive event results in the 
release of silicon oil and ceramic fragments, further mitigating actions need to be taken when dealing with 
the diode failure, to reduce the risk of injury to users in the immediate vicinity. 
 
Elekta is currently working on a solution to eliminate this failure mode, which when released, will replace the 
current diode in production and field failures as they occur. 
 



Clinical Impact: 



No Clinical impact 



Recommended User Action: 
No user actions 
 



This document contains important information for the continued safe and proper use of 
your equipment. 



 Please post this notice in a place accessible to all users, e.g. Instructions for Use, until this action is 
closed. 



 Advise the appropriate personnel, working with this product, on the content of this letter. 
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Elekta Corrective Actions: 



 



 



Removing the modulator covers  
 



The engineer must be wearing suitable Personal Protective Equipment (PPE) before removing any 
Modulator covers. This includes safety visor, protective jacket and gloves.  



The PPE should continue to be worn during any maintenance work with any modulator cover 
removed. 



As a minimum the safety standard rated PPE should be used.  
 
Gloves (These protect against any mechanical & Chemical hazards) 



EN 388:2016 levels 4-5-4-4-F, EN ISO Cut level F protection, PPE Regulation (EU) 425/2016  



             Example https://www.supertouch.com/deflector-f 



Face shields (These will protect against high-speed particle with medium energy impact) 
EN166 - 1B  



Example https://www.portwest.com/products/view/PW96/CLR 



Protective jacket (Provides multi standard protection for hazardous environments) 



EN ISO 11611 Class 2 A1 – Protective jacket (Provides multi standard protection for hazardous 
environments) 



             Example https://www.portwest.com/products/view/SW34/TAR 



 



Instructions for removing the RDO diode (D1) 



In addition to wearing the PPE the system must be shut down and left for a minimum 4 hours. 



While PPE is being worn, the retaining nuts should be loosened. Using a tool, such as the water pump pliers 
shown below. Set the jaw size to between 28mm to 35mm to ensure it correctly grips the tube and remove 
the diode safely and place in container whilst wearing described PPE. 



             Example https://uk.rs-online.com/web/p/pliers/1585439/ 
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Once the diode has been removed from the Linac, it must be stored inside a suitable container as there is 
still a risk of the device rupturing within the protective tube and forcing out the end caps, or breaking the 
protective tube and ejecting matter over a wider area. 



 
A suitable container could be a multiwall cardboard box, wooden crate or metal toolbox that can be securely 
sealed and remain closed in the event of the diode rupturing. The containers role is to prevent matter being 
ejected over a wide area if the diode rupturing whilst in storage/disposal.  
A safe method for disposal is being confirmed and will be communicated as soon as possible. In the 
meantime the diode must be retained in the container. 
  
Any container used must have a warning notice attached to it, to warn other users against opening the 
container unless they are wearing suitable PPE (visor, jacket, and gloves). 
 
 



 
 



This notice has been submitted to the appropriate Regulatory Authorities. 
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We sincerely apologize for any inconvenience this action may cause and thank you in advance for your 



cooperation.   



 



 



 



Acknowledgement Form 
 



In order to meet regulatory requirements, you are required to either acknowledge receipt of this notification via 



the Elekta Care™ Community or complete this form and return it to Elekta immediately upon receipt, but no 



later than within 30 days. 



 



Classification: Important Field Safety Notification 
FCO Reference 
Number:  



200-01-103-083, 



Description For service user: precautions to be taken when handling diode D1 



 



Hospital:   



Device Serial No(s): 
(if applicable)  



 
 
 
 
 
 
 
 



Location or Site:  



 
 
I acknowledge that I have read and understood this Notice and accept the implementation of any given 
recommendation. 



Name:   Title:   



Customer 
Signature: 



  Date:   



 
 
New installation confirmation to be signed by the installing Elekta engineer or a Representative employee, 
when the installed product has a physical IFU/manual: 
 



I acknowledge that the customer has been informed on the content of this notice and that it has been 
inserted into the applicable copy of the User Manual, or added on record with the applicable User Manual: 
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Name:   Title:   



Signature:   Date:  
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Velindre UNHST Medical Devices Group Annual Objectives 2020-21

		Priority Themes



		HCS Criteria

		MDG Workplan Objective 

		Outcome/Deliverable





		1. Compliance







		There is compliance with health, safety and environmental legislation, regulation and guidance.

		1.1 Review and update Trust Medical Devices Policy



1.1 Trust Medical Devices Policy have been reviewed and updated.

 

1.2 Review and assess impact of requirements of 2017 EU Medical Device Regulations



1.2 Working towards implementation QMS and procedures put in place to meet in-house manufacturing and its use requirements as will be defined by MHRA going forward.



		Trust Medical Devices Policy in place and currently being reviewed.



Trust Medical Devices Policy is in place.



Report and recommendations by October 2020

The replacement for IPC12 still needs to be agreed with IP&C



See MDG Action Log for updates



		2. Maintenance



		Processes ensure that equipment and devices are maintained, cleaned and calibrated in accordance with manufacturer’s guidelines, ensuring they are appropriate for their intended use and for the environment in which they are used.

		2.1 Establishment of Trust-wide Medical Equipment and Devices Database containing relevant data and associated procedures.

		The Trust DB has been established and is under development



See MDG Action Log for updates 



		3. Training

		An ongoing programme of training and competence assessment covers staff and users

		3.1 Departmental leads and technical team to be trained in equipment database use.



3.2 Technical training for staff responsible for equipment maintenance to be recorded on database



3.3 Provide oversight of clinical staff training in safe use of medical equipment



		3.1 Complete training assessments for relevant staff



3.2 Training records are place







Training records to be reviewed as part of audit schedule, Ongoing duties.



		4. Reporting

		Timely reporting and management arrangements exist to address any device, equipment or system faults in use or in stock, including any alert or warning notices issued by appropriate agencies such as MHRA.

		4.1 Maintain and Develop Reporting Arrangements through Medical Devices Working Group to relevant departments and relevant Trust and Divisional monitoring groups 

		Reporting process is set out in the MDG terms of reference. 



KPI, FSN, MDA, MDSB, FCO & any other alerts issued by manufacturers/suppliers are reported to MDG.



See MDG Action Log for updates 



		5. Decontamination

		Suitable and sustainable systems, policies and procedures are in place for medical device decontamination by competent staff in an appropriate environment

		5.1 Maintain and develop links on medical device related decontamination issues with IPC team via representatives on Medical Devices Working Group

		IP&C report any decontamination issues medical devices are reported to MDG.



See MDG Action Log for updates 
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Medical Devices

		Meeting Action Log
Meeting actions																				







		#		Type (Monthly / Steering)		Meeting Date		Details		Attachments		Owner		Due by		Closed on		Hold		Due		Notes						Not due?		Overdue?

		 		 		 		Formula line		 		 		 		 		 		On Hold		Formula line		 		Not due		Not due		

		243		Medical Devices		8/6/20		Manual Handling Equipment (hoists) – JF has a few Concerns regarding the management of Hoists onsite as Estates receive and schedule the maintenance & repairs of equipment onsite however there is always a lack of knowledge of the whereabouts of the equipment when Argo arrive onsite from Nursing staff on ward areas. – DGL suggested this is picked up with Viv Cooper as a concern and first POC		 		Jonathan Fear		28-Nov-19		 		 		Overdue		"28.11.19 - JF was not at the meeting no update provided Sam Skelton will pick this up with JF and talk about slings picked up from an audit back last year. 13/02/20 - No one present at the meeting updated to be provided 03/06/20 - JF/SS not present, group discussed the COVID-19 emergency orders which involved non-disposable slings which are not suitable for VUNHST. Some extra hoists have also been ordered by procurement which are in a IP5 NHS Wales storage facility in Newport. 6/8/20 - There is a Gold contract with Arjohuntleigh for Hoist. During COVID-19 additional hoists have been purchased by procurement which are located in IP5 storage. Paul Thomas will contact IP5 to establish what hoists and slings equipment was ordered during COVID to ensure they are captured on the maintenance contract. Paul Murphy is conducting an audit within VCC to capture hoists already in use at VCC. JF indicated that Estates fund this maintenance contract however additional equipment increases the maintenance cost and is not taken into account during procurement. 
24/09/20 Paul Murphy is competeing an Audit Paul Thomas was going to let us know what was purchased.
26/11/2020 IP5 confirmed that two hoists had been shipped to VCC earlier this year, stored in a container located within VCC.				Overdue		Overdue		Overdue

		255		Medical Devices		8/6/20		CURRENT MEDICAL EQUIPMENT & DEVICES ISSUES - b) Manual Handling Equipment (hoists) - Requested PM to include slings (Disposable/non disposable/washable/non washable) during the hoist audit		 		Paul Murphy		31-Mar-21		 		 		Not due		11.02.20 - TR contacted RT, they confirmed they have Arjo hoists . Standing hoists which are neither washable nor disposable and are cleaned with Clinell wipes - inspected by Arjo every 6 months . Full hoists have disposable for single patient use 03/06/20 - SS not present so no update on progress. 6/8/20 - Requested PM to include slings (Disposable/non disposable/washable/non washable) during the hoist audit 
24/09/20 - SS advised all material slings should not be used unless there is plenty of stock. Disposable ones should be used 				Overdue		Overdue		Overdue

		256		Medical Devices		8/6/20		IPC 12 - revision - Guidelines in Single Use Medical Devices – Clarification KJ has asked if the ownership of this policy can be changed to Medical Devices. This will be added to the policy as a reference. JR will ensure this is included in the policy 		 		Karen Jones		30-Apr-20		9/24/20		 		Complete		DH has confirmed this will be incorporated into the policy - this still ongoing 03/06/20 - The review of the policy is ongoing, the IPC 12 will be added along with SMTL single use devices documentation as an appendices, this then circulated to MDG for comment. 6/8/20 - Document supplied by SMTL regarding single use medical Devices has been included as appendix within Medical Devices and Management policy however as previously discussed IPC12 cannot be fully incorporated into the Medical Devices and Management policy thus further discussion is required with infection prevention and control regarding how they wish to proceed with IPC12 replacement. 
24/9/20 - HJ will need to look into this and come back for the next meeting DH advised they have taken SMTL advice and has been included in the appendix but we cant place these details in the policy. 				Overdue		Overdue		Overdue

		257		Medical Devices		8/6/20		AOB - Toto (auto patient turning) update JR was asking for an update on this KJ will ask Nicola Duffy if anything has progressed. SS will also link in with Nicola Duffy regarding a different supplier. 		 		Karen Jones / Sam Skelton		30-Jan-20		24-Sep-20		 		Complete		13/2/20 - no one at the meeting update to be provided 03/06/20 - KJ/ND not present to give an update on progress or if this clinical investigation will be taken forward following discussion with SS at the Feb meeting. 6/8/20 - no-one present at meeting to provide an update - request relevant parties if this still needs to be an action?
24/09/20 - Toto had a few issues so C&V sourced turning mattresses wih TurnCare 				Overdue		Overdue		Overdue

		258		Medical Devices		8/6/20		Implementation Trust-wide Medical Equipment and Devices Database containing relevant data and associated procedures.		 		Jignesh Raiyani		31-Mar-21		 		 		Not due		"02/01/2020 - VCC equipment inventory data sent to RAM (supplier) to upload into the database . Awaiting for IT to provide remote access to RAM. 03/06/20 – The VUNHST priorities as a result of current COVI-19 pandemic has resulted in no further progress. 6/8/2020 - Multiple requests sent to IT to allow a remote connection for RAM to install our DB on VUNHST servers. 
24/9/20 - Still ongoing issues and will be highlighted on the H&S report this will also be added to DATIX as a risk to service by TR
26/11/20 - IT and RAM have now installed updated database but future connection is not yet resolved.
15/07/2021 - RAM have updated licence file for database access. 				Overdue		Overdue		Overdue

		MD1		 		 		 		 		 		 		 		 				 				Not due		Not due		

		MD2		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		MD3		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		MD4		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		MD5		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		MD6		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		12		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		13		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		14		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		15		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		16		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		17		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		18		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		19		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		20		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		21		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		22		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		23		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		24		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		25		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		26		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		27		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		28		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		29		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		30		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		31		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		32		 		 		 		 		 		 		 		 		 		 				Not due		Not due		

		33		 		 		 		 		 		 		 		 		 		 				Not due		Not due		
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		VCC Clinical Engineering

Medical Physics Department

Velindre University NHS Trust, Whitchurch, Cardiff.  CF14 2TL. 

Tel No: +44 (0)29 20 316274
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Condemned or Scraped Equipment form



		To:

		



		Hospital / Location

		



		Equipment / Make / Type

		



		Element no. 

		

		Asset No.

		



		Purchase date

		

		Serial No.

		



		Engineer Name:

		

		Report ref. no.

		







The above equipment has been condemned / scrapped for the following reasons:



      Worn out / damaged beyond economical repair		



     



More cost effective or clinically effective devices available





No longer required and disposal requested by the Users.    		







Spare parts no longer available			Clinically or technically obsolete



Additional information / recommendations:-







	







ON BEHALF OF VCC CLINICAL ENGINEERING:



		Signed:

		

		Print Name:

		 



		Designation:

		 

		Date:

		







------------------------------------------------------------------------------------------------------------------------------------------------



This memo authorises VCC Clinical Engineering (Medical Physics) to dispose of this equipment in whichever way is deemed suitable.  Records will be kept for the statutory period.



Please confirm by email that you are happy for us to proceed.



If we do not hear back from you within 3 weeks, we will assume that you are happy for us to proceed.



		Filename:  VCC MP Equipment Condemned Template

ID: ID001        Version:   V 1.0            Date:  09/2020  

Author:  JR     Approved by: TR

		

		







		Filename:  VCC MP Equipment Condemned Template     Version:   V 1.0 

ID: ID001      Date:  10/10/2020  

Author:  JR     Approved by: TR 

Courtesy of Clinical Engineering, UHB
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		Quality & Safety Committee





		HIGHLIGHT REPORT FROM THE MEDICAL DEVICES GROUP







		DATE OF MEETING

		







		PUBLIC OR PRIVATE REPORT

		Public







		IF PRIVATE PLEASE INDICATE REASON

		Not Applicable - Public Report





		PREPARED BY

		Tim Register (Engineering Section Manager/Chair of MDG)

Jignesh Raiyani (Trust Medical Devices Officer)



		PRESENTED BY

		Choose an item.

		EXECUTIVE SPONSOR APPROVED

		Cath O'Brien, Interim Chief Operating Officer







		REPORT PURPOSE

		FOR NOTING







		ACRONYMS



		MDG

		(VUNHST) Medical Devices Group



		MDR

		Medical Device Regulations



		MHRA

		Medicines and Healthcare Product Regulatory Agency







1. 	PURPOSE



1.1 This paper had been prepared to provide the Trust Board with details of the key issues considered by the Trust Medical Devices Group at its meeting on the 6th August and 24th September 2020.



1.2 Key highlights from the meeting are reported in section 2.



1.3	The Board is requested to NOTE the contents of the report and actions being taken.



2. HIGHLIGHT REPORT

		ALERT / ESCALATE

		





		ADVISE

		





		ASSURE 

		 



		INFORM 

		



		APPENDICES

		Choose an item.
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		VCC Clinical Engineering

Medical Physics Department

Velindre University NHS Trust, Whitchurch, Cardiff.  CF14 2TL. 

Tel No: +44 (0)29 20 316274
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Loan-Trial Equipment Memorandum



To: 	



From: 	VCC Clinical Engineering, Medical Physics, VUNHST, Whitchurch, Cardiff. CF14 2TL



Date:		



Subject:	Equipment on Loan/Trial



										

		Equipment Description

		Serial No.

		Trial Location

		Work Order No.

		Loan End Date



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		









In order to comply with statutory, Department of Health and Velindre University NHS Trust requirements, VCC Clinical Engineering (Medical Physics) have carried out an electrical safety inspection upon this equipment prior to it being released on trial. Equipment which passes this inspection is tagged as follows:



T

CAUTION



EQUIPMENT ON TRIAL

NOT FOR GENERAL USE





			

			

			





While the supplier accepts responsibility for the safe functioning of the equipment, it should be noted that the responsibility for the safe use of the equipment remains with the user.



Please ensure that VCC Clinical Engineering (Medical Physics) contacted as soon as the equipment is removed from the hospital, or in any case, by the date shown.



Please bring this memorandum to the immediate attention of all those who use the equipment. Should you require any further information then please do not hesitate to contact Medical Physics on 029 20316274 (Internal: 6274).

		Filename:  VCC MP Loan-Trial Equipment Memorandum 

ID: ID002        Version:   V 1.0                 Date:  09/2020  

Author:  JR     Approved by: TR
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