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	                                                                                                                                                                                                                                                  VELINDRE University NHS TRUST


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

	Attendees
	Apologies

	Tim Register – (TR) – (Chair)

Jignesh Raiyani (JR) 

Charles Dalton – (CD)

Mike Bray – (MB)

Martin John (MJ)

Justin McCarthy (JMc)

Amy Britton (AB)

Donna Llewellyn (DL) 

Julianne Golding – (JG) 

Anisa Mohamed (AM)

Amy Mumford (AM)
	Martyn Harries – (MH) 

Paul Jenkins (PJ)

Karen Jones (KJ)

Simon Lawrence – (SL) 

Owain Harries-Stevens – (OHS)

Jonathan Fear – (JF) 

Viv Cooper (VC)

Claire Power (CP)

Johnathan Fear (JF)

Paul Thomas (PT)

Hayley Harrison-Jeffreys (HHJ)

Sam Skelton – (SS)

Clare Small – (CS) 

Pete Phillips (PP)

Helen Jones (HJ)




	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 Jul 2021.doc


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

[image: image3.emf]4c2. KPI - Q1 2021  V1.0.xlsx


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

Report requested
e) Electrical Safety User Group Report
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 (Q1)

[image: image4.emf]Standard 2 9  Medical Devices Equipment and Diagnostic Systems VCC 2021-2022.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: image5.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 and Equipment Management Policy
Policy has been approved and it has been uploaded to Velindre Trust Intranet.

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

Verbal update from TR and JMcC.
c) Divisional Procurement Procedure

Awaiting response from PT.


[image: image6.emf]7d1. Divisional  Procurement flowchart  V0.D9.3 - Draft


[image: image7.emf]7d2. Condemned or  Scraped Equipment form.docx


[image: image8.emf]7d3. ID002  Loan-Trial Equipment Memorandum - Draft.docx



 EMBED AcroExch.Document.11  [image: image9.emf]7d4. Trust U5K   V0.T3 - Draft



[image: image10.emf]7d5. Trust A5K   V0.T2 - Draft


No update received
· Under development

· VCC Medical Device/Equipment Requirement form

· Condemned or scrapped equipment flowchart

· Loan-Trial Equipment flowchart

· Acceptance test form

	CD
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: image11.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 

14th October 2021   13.30 – 15.00 via MS Teams
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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



		[image: ]







Page 2



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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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: Q1								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

						April				0		0

						May				0		0

						June		6/8/21		0		0.75		Updates installed by Siemens -Planned		 Siemens

								6/28/21		8.5		0		Power supply ICSI		 Siemens

								6/29/21		8.5		0		Power supply ICSI		 Siemens

								6/30/21		4.25		0		Power supply ICSI		 Siemens



								28

						Total (hr)				21.25		0.75										549		527.75		21.25		96.1%



				CT2 - CT00062850

						April		4/22/21		3		0		Laser Laser cover replacement and  calibration     		 Siemens

						May		5/19/21		0.5		0		Laser cover issue		 Siemens

						June		6/3/21		0		8.5		Planned service		 Siemens



						Total (hr)				3.5		8.5										549		545.5		3.5		99.4%





																						549		549		0		100.0%

																						Average Downtime				3.5		1.5%

																						Average uptime						98.5%









Radiology MRI&CT

																		Work hr

				MRI & CT (Radiology) availability: Q4 2020/Q1 2021												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

						January

						February

						March



						April		4/19/21		5		0				Breakdown

								4/22/21		6.5		0				Breakdown

						May		5/26/21		8.5		0				Repair

						June				0		0



						Total (hr)				20		0										518.5		498.50		20		96.1%



				CT

						January		4/7/21		8.5		0				Unplanned tube replacement 

								4/8/21		8.5		0				Unplanned tube replacement 

								4/11/21		4.25		0				Unplanned tube replacement 

						February				0		0

						March		3/2/21		0		8.5				ppm



						April		4/28/21		2		0				Audit

						May				0		0

						June		6/30/21		0		8.5				PPM





						Total (hr)				23.25		17										518.5		495.25		23.25		95.5%



																						Average Downtime				43.25		4.2%

																						Average uptime						95.8%





Gamma Camera

																Work hr

				Gamma Camera (Nuclear Medicine) availability: Q4 2020/Q1 2021										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 (%)





						January		1/18/21		0		8.5		Service

						February				0		0

						March				0		0



						April				0		0

						May		5/13/21		0		8.5		Service

						June		6/15/21		8.5		0		Camera fault

								6/16/21		4		0		Camera fault







						Total (hr)				12.5		17								518.5		506		12.5		97.6%





																				 Downtime				12.5		2.4%

																				Uptime						97.6%











Linac

														April 2021



												Target for		Actual		Activity		Cancelled -				Target for		Patient Treats

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

						LA1		12218.0		195.0		95.00%		98.43%		8145		0		0		98.00%		100.00%

						LA2		12419.0		200.0		95.00%		98.42%		7275		135		0		98.00%		98.18%

				COVID		LA3		12398.0		255.0		95.00%		97.98%		5410		0		0		98.00%		100.00%

						LA4		12073.0		1510.0		95.00%		88.88%		5740		265		0		98.00%		95.59%

						LA5		15789.0		305.0		95.00%		98.10%		8730		30		0		98.00%		99.66%

				Backup		LA6		720.0		20.0		95.00%		97.30%		455		0		0		98.00%		100.00%

						LA7		14799.0		130.0		95.00%		99.13%		10635		0		0		98.00%		100.00%

						LA8		12038.0		455.0		95.00%		96.36%		7245		0		0		98.00%		100.00%

						Average		92454.0		3070.0		95.00%		96.83%		53635.0		430.0		0.0		98.00%		99.18%

																												LA4		HeatherRose Panel phase failure relay issue - replacement ordered

														May 2021



												Target for		Actual		Activity		Cancelled -				Target for		Patient Treats

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

						LA1		12819.0		255.0		95.00%		98.05%		7395		9		0		98.00%		99.88%

						LA2		11404.0		2745.0		95.00%		80.60%		3705		34		0		98.00%		99.09%

				COVID		LA3		12339.0		120.0		95.00%		99.04%		6450		0		0		98.00%		100.00%

						LA4		13152.0		255.0		95.00%		98.10%		10005		8		0		98.00%		99.92%

						LA5		15263.0		70.0		95.00%		99.54%		9470		0		0		98.00%		100.00%

				Backup		LA6						95.00%										98.00%

						LA7		14079.0		100.0		95.00%		99.29%		9300		0		0		98.00%		100.00%

						LA8		11379.0		225.0		95.00%		98.06%		7245		0		0		98.00%		100.00%

						Average		90435.0		3770.0		95.00%		96.10%		53570.0		51.0		0.0		98.00%		99.84%

																												LA2		Planned visit from Varian to renew the grease in all imaging arms

																												LA6		No in clinical use for long periods so excluded from the figures

														June 2021



												Target for		Actual		Activity		Cancelled -				Target for		Patient Treats

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

						LA1		13418.0		275.0		95.00%		97.99%		7770		135		0		98.00%		98.29%

						LA2		11944.0		3980.0		95.00%		75.01%		4130		545		0		98.00%		88.34%

				COVID		LA3		12878.0		120.0		95.00%		99.08%		6735		0		0		98.00%		100.00%

						LA4		13692.0		360.0		95.00%		97.44%		10300		120		0		98.00%		98.85%

						LA5		15987.0		80.0		95.00%		99.50%		10105		0		0		98.00%		100.00%

				Backup		LA6		2563.0		155.0		95.00%		94.30%		1230		75		0		98.00%		94.25%

						LA7		14079.0		100.0		95.00%		99.29%		10000		101		0		98.00%		99.00%

						LA8		11379.0		225.0		95.00%		98.06%		10000		101		0		98.00%		99.00%

						Average		95940.0		5295.0		95.00%		95.20%		60270.0		1077.0		0.0		98.00%		97.64%

																												LA2		96v power supply for movements failed - took Varian 1 week to supply a replacement

																												LA6		No in clinical use for long periods so excluded from the figures
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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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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 Trust Medical Devices Policy have been reviewed and updated.

 

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 is in place.





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 







Draft 16 09 2020
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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

		Q1



		

		

		



		Our challenges:

		

		



		Database roll out has been delayed due to remote access issue for the software supplier.



		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.



		Team work

		2021/2022



		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







5 | Page



image1.jpeg

Ymddiriedolaeth GIG
Prifysgol Felindre

Velindre University
NHS Trust







_1687340424.doc
Summary of MDA’s, Field Safety Notices, Alerts and Equipment concerns

Apr 2021 – Jun 2021

Key: Black – not applicable

         Red – applicable 


         Orange – possibly applicable and awaiting feedback

          Green – Issue resolved – close after approval 


Medical Device Alerts (New)

· NatPSA/2021/005/MHRA – Philips selected ventilators and CPAP and BiPAP - risk of patient harm from degradation of the sound abatement foam found in these devices.

· VCC is not affected by this alert as we do not use any of the devices stated within the safety alert


· See FSN section 2021-05-A and 2021-06-A for copy of the FSN relegated to this MDA




[image: image1.emf]NatPSA/2021/005/ MHRA 




Medical Device Safety Bulletin (MDSB)

· None

Field Safety Notices applicable to VCC/WBS

VCC: 

· FSN-SUZ-001-2021 - Nimbus 4 & Nimbus Professional mattress – risk of over-inflation

· We have 4 of the Nimbus 4/Nimbus Pro Mattress system

· Rework has been completed as per FSN. 




[image: image2.emf]FSN-SUZ-001-2021




·  2021-05-A - Philips Respironics Trilogy 100, Trilogy 200, Garbin Plus, Aeris, LifeVent, BiPAP V30, and BiPAP A30/A40 Series Device Models - Sound Abatement Foam Susceptibility to Degradation and Volatile Organic Compound Emission.


· See MDA section NatPSA/2021/005/MHRA for information



[image: image3.emf]2021-05-A




· 2021-06-A - Philips Respironics CPAP and Bi-Level PAP Devices - Sound Abatement Foam Susceptibility to Degradation and Volatile Organic Compound Emission.

· See MDA section NatPSA/2021/005/MHRA for information

· GE Medical Systems, Ref: FMI 25496 - A potential for laceration due to sharp edge from exposed table screw on Revolution Apex, Revolution CT with Apex Edition, Revolution CT, and Revolution CT ES Systems.

· Information requested from Radiology if the Model we have is applicable to VCC. 



[image: image4.emf]GE Medical Systems  - 08 January 2021




WBS: 

· None reported 

Other Product defect

· CEMCMO/2021/28 – Fang Tian Ft-045a Ffp3 Masks this item may not meet DHSC’s essential technical specification for FFP3 masks. 

· This alert is being shared for information, the specified item has not been purchased or distributed on an All Wales basis.

· It has also been confirmed that VCC have not purchased outside NWSSP stores.
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Previous open MDA/FSN/Other

VCC:

· None

WBS: 

· None

PAGE  
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Public Health Link 


From the Chief Medical Officer for Wales





Distribution: As Appendix 1


From: 	Dr Frank Atherton, Chief Medical Officer for Wales


Date: 		5th July 2021


Reference:	CEMCMO/2021/28


Category:	Immediate (cascade within 24 hours)


Title:		Fang Tian Ft-045a Ffp3 Masks - Immediate Action Required








Dear colleagues,





Manufacturer: Fang Tian FT-045A FFP3 masks


Supplier: Polyco Healthline


[bookmark: _GoBack]Product Code: BWM541





We have received urgent information that suggests this item may not meet DHSC’s essential technical specification for FFP3 masks.





The samples were received on 19 February 2021 and the testing was started on 19 February 2021.





The samples submitted did not comply with the requirements of the test work conducted.





This alert is being shared for information, the specified item has not been purchased or distributed on an All Wales basis. 








Yours sincerely


[image: ]


DR FRANK ATHERTON






Appendix 1





To:	 Health Boards and NHS Trusts:





Chief Executives


Medical Directors for onward distribution to:


Hospital Doctors


 


Nurse Directors


Directors of Public Health





To:   NHS Wales Shared Services Partnership to forward to:





 All General Practitioners for information








Cc:	Public Health Wales:


 


Chief Executive


Director of Public Health Services


Consultants in Communicable Disease Control


Microbiologists


Consultant Epidemiologists


Vaccine Preventable Disease Programme





Cc:	NHS Direct Wales
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          URGENT – FIELD SAFETY NOTICE 
 
             Nimbus 4 & Nimbus Professional mattress – risk of over-inflation 



Dear Customer, 



Our records indicate that you have one or more Arjo Nimbus 4 and/or Nimbus Professional pressure injury prevention 



mattress (es) within your facility (ies). 



We are contacting you to provide information regarding safety-related corrective action initiated by our company to 



address a recently detected potential product failure. 



Note: This notice applies to the Nimbus 4 and Professional mattress systems only.  No other Arjo mattresses 



systems are affected by this potential issue.   



Arjo has received limited reports of the Nimbus 4/Professional mattress over-inflating which requires an unusual set 



of circumstances to occur.  This is a very rare occurrence and there have been no reports of health consequences 



to either patients or caregivers due to this issue. 



Our investigation has concluded that there is a remote possibility that a patient could fall from the mattress if the 



issue was to occur and was not detected by care givers.  The issue is caused by the inner mattress components that 



may fail after a certain period of time, however, this is extremely rare and unfortunately cannot be detected until the 



product is disassembled. 



 



 



 
 
Although Arjo acknowledges there may be a potential risk related to the issue, it has never led to any 
patient fall. 



 



Please be assured that Arjo is taking this matter very seriously and therefore contacting to notify you of the 



potential risk and provide an instruction how to remove the risk immediately and completely – please refer to the 



provided link with a video recording below. 



 



 



Date: 21st April 2021  



Product Issue: Mattress over-inflation  



Affected Product: Arjo Nimbus 4 & Nimbus Professional mattress 
 



                                            



Affected Serial No.: 1900014016, 1900014017, 1900014019, 1900015849  



Resolution: Deactivate mattress grommet membrane  



Field Safety Notice: FSN-SUZ-001-2021  



Malfunctioning 



mattress 
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Next Steps 



1. Transfer the patient to another appropriate surface 
2. Turn off and unplug the pump. 
3. Perform grommet membrane deactivation as instructed in the video to allow the accumulated air to freely 



vent out. Use a screwdriver with a diameter of 2 – 3 mm. Make sure that the membrane is punctured 
through.  



The video is available at the following link and QR code: 



https://arjo.qbank.se/mb/?h=3b5cf4b6d59bd1940c8c9d369877394c 



 



https://arjo.qbank.se/mb/?h=3b5cf4b6d59bd1940c8c9d369877394c 



 



 



 



 



 



 



In order to get access to the video please enter a PIN: NimbusPIP0876! 
Google Chrome web browser is recommended. 



NOTE: The grommet membrane restricts the volume of excess air escaping. Removing the membrane will 



not affect mattress functionality in any way other than to allow excess air to escape at a slightly higher 



rate. This process does not introduce any new risks. 



4. Reinstall the mattress following information outlined in the Instruction for Use. 
5. Place patient back on the mattress once the installation process is completed. 
6. In order to confirm the completion of this process, please complete and sign the enclosed Customer 



Response Form and return it to the Arjo address given in Additional Comment section.  



7. Note: if your facility has sold or moved the Nimbus 4 or Professional mattress, please include the new facility’s 



information in the Customer Response Form.  



 



We deeply regret any inconvenience that this Field Safety Notice may cause, however we greatly appreciate your 



understanding as we take actions to ensure the safety of our patients and caregivers.  



Additional Comment 



If you have any further questions or require assistance in the procedure, please contact Arjo at 028 9050 2003 or 



via email at fieldactions.uki@arjo.com. 



The notice has been submitted to the Regulatory Agency/National Competent Authority in your country - MHRA. 





https://arjo.qbank.se/mb/?h=3b5cf4b6d59bd1940c8c9d369877394c


https://arjo.qbank.se/mb/?h=3b5cf4b6d59bd1940c8c9d369877394c
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Customer Response Form 
URGENT FIELD SAFETY NOTICE FSN-SUZ-001-2021 



 
Reference: Nimbus 4 & Nimbus Professional mattresses – risk of over-inflation 
 
Our records indicate that you may have one or more Arjo Nimbus 4 and/or Nimbus 
Professional mattress(es) within your facility(ies). 
Please verify if you have any of the listed devices (table on page 2) and complete the 
information below.  
 
Please mark one of boxes below: 



☐ We have read the Field Safety Notice and we understand the communication and the required actions.  
 We confirm that we have completed the grommet membrane puncture following the provided video. 
 



 



☐ We have sold/moved our Arjo Nimbus 4 and/or Nimbus Professional mattress to another facility.  
    If marked: please provide new facility information below. 



☐ We have already decommissioned/removed the product from service permanently. 



PLEASE RETURN YOUR COMPLETED FORM TO:  
Arjo UK    Rachel Dempster  
19 Heron Road,    Email: fieldactions.uki@arjo.com  
Belfast    Tel: 028 9050 2003 
BT3 9LE    Fax: 028 9050 2001 
 
 
Serial Numbers sold to your facility: 
 
1900014016, 1900014017, 1900014019, 1900015849 



Current Facility Name  



Contact Name / Title  



Full Address   



City, Post Code    



Phone Number  Fax:  



E-Mail Address  



Signature  Date:  



New Facility Name  



Contact Name / Title  



Full Address  



City, State/Province, 
Zip/Post Code 



 



Phone Number  Fax:  



E-Mail Address  



Signature:  Date:  



Customer Response Form 
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URGENT: FIELD SAFETY NOTICE 
Philips Respironics 



Trilogy 100, Trilogy 200, Garbin Plus, Aeris, LifeVent, 
BiPAP V30, and BiPAP A30/A40 Series Device Models 



 
Sound Abatement Foam 



Susceptibility to Degradation and Volatile Organic Compound Emission 
 
 
Dear Device Customer, 
 
Philips Respironics is issuing a Field Safety Notification about the below devices due to two (2) issues 
related to the polyester-based polyurethane (PE-PUR) sound abatement foam used in Philips Continuous 
and Non-Continuous Ventilators: 1) PE-PUR foam may degrade into particles which may enter the 
device’s air pathway and be ingested or inhaled by the user, and 2) the PE-PUR foam may emit certain 
chemicals. The foam degradation may be exacerbated by use of unapproved cleaning methods, such as 
ozone (see FDA safety communication on use of Ozone cleaners). Emission of chemicals may occur 
during operation.   
  
These issues can result in serious injury which can be life-threatening, cause permanent impairment, 
and/or require medical intervention to preclude permanent impairment. To date, Philips Respironics has 
received several complaints regarding the presence of black debris/particles within the airpath circuit 
(extending from the device outlet, humidifier, tubing, and mask). Philips also has received reports of 
headache, upper airway irritation, cough, chest pressure and sinus infection. The potential risks of 
particulate exposure include: Irritation (skin, eye, and respiratory tract), inflammatory response, 
headache, asthma, adverse effects to other organs (e.g. kidneys and liver) and toxic carcinogenic effects. 
The potential risks of chemical exposure due to emission of chemicals include: headache/dizziness, 
irritation (eyes, nose, respiratory tract, skin), hypersensitivity, nausea/vomiting, toxic and carcinogenic 
effects.  There have been no reports of death as a result of these issues.   
 
 



All Devices manufactured before 26 April 2021,  
All serial numbers 



Continuous Ventilator Trilogy 100 
Trilogy 200 
Garbin Plus, Aeris, LifeVent 



Continuous Ventilator, Minimum Ventilatory Support, 
Facility Use 



A-Series BiPAP Hybrid A30 (not marketed in 
US) 
A-Series BiPAP V30 Auto 



Continuous Ventilator, Non-life Supporting A-Series BiPAP A40 
A-Series BiPAP A30 



 
 
 





https://www.fda.gov/medical-devices/safety-communications/potential-risks-associated-use-ozone-and-ultraviolet-uv-light-products-cleaning-cpap-machines-and


https://www.fda.gov/medical-devices/safety-communications/potential-risks-associated-use-ozone-and-ultraviolet-uv-light-products-cleaning-cpap-machines-and








Immediate Actions to be taken by You, the User: 
1. Do not stop or alter your prescribed therapy until you have talked to your physician.  Philips 



recognizes that alternate ventilator options for therapy may not exist or may be severely 
limited for patients who require a ventilator for life-sustaining therapy, or in cases where 
therapy disruption is unacceptable.  In these situations, and at the discretion of the treating 
clinical team, the benefit of continued usage of these ventilator devices may outweigh the 
risks.  



2. If your physician determines that you must continue using this device, use an inline 
bacterial filter.  Consult your Instructions for Use for guidance on installation. 
 



3. Register your device(s) on the field action website: 
https://www.philips.co.uk/healthcare/e/sleep/communications/src-update 



a. The website provides you current information on the status of the field action and how 
to receive permanent corrective action to address the two (2) issues. 



b. The website also provides you instructions on how to locate your device Serial Number 
and will guide you through the registration process. 



c. Call 0800 249 4578 if you cannot visit the website or do not have internet access.  
 
Permanent Corrective Action to be Taken by the Company: 
Philips is deploying a permanent corrective action to address the two (2) issues described in this Field 
Safety Notification.  As part of the registration process above, you will be provided information on the 
next steps to implement the permanent solution.   
 
Other Information: 
If you need any further information or support concerning this issue, please contact the support hotline 
or visit the website: 
 



0800 249 4578  



https://www.philips.co.uk/healthcare/e/sleep/communications/src-update 
 



 
This notice has been reported to the appropriate Regulatory Agencies. 
 
Philips regrets any inconveniences caused by this problem. 
 
 
 
Sincerely, 
 
 
Rodney Mell 
Head of Quality and Regulatory 
Philips Respironics - Sleep & Respiratory Care 





https://www.philips.co.uk/healthcare/e/sleep/communications/src-update


https://www.philips.co.uk/healthcare/e/sleep/communications/src-update
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Urgent Field Safety Notice 



GE Healthcare 
3000 N. Grandview Blvd. - W440 
Waukesha, WI 53188   USA 



 
GE Healthcare Ref: FMI 25496 



January 8, 2021 
 
To: Director of Clinical/Radiology 



Risk Manager/Hospital Administrator 
Director of Biomedical Engineering 



 
RE: A potential for laceration due to sharp edge from exposed table screw on Revolution Apex, Revolution CT with 



Apex Edition, Revolution CT, and Revolution CT ES Systems. 
 



This document contains important information for your product. Please ensure all potential 
Users in your facility are made aware of this safety notification and the recommended actions. 



Please retain this document for your records. 
 
Safety Issue GE Healthcare has become aware of a potential issue on Revolution Apex, Revolution CT with Apex Edition, 



Revolution CT, and Revolution CT ES systems where the table pinch protector could be damaged or missing 
leading to exposed table screws which could cause a laceration due to a sharp edge. 



 
Safety 
Instructions 



You can continue to use your Revolution Apex, Revolution CT with Apex Edition, Revolution CT, or Revolution CT 
ES system.  To avoid this potential issue please ensure that the table pinch protector is properly attached to the 
gantry end of the system table (as shown in Figure 1). 
 



 
 
If the pinch protector is damaged or no longer attached, please contact your GE field engineer for replacement. 



 
Affected  
Product 
Details 



The following CT systems are potentially affected:  
Revolution Apex 
Revolution CT with Apex Edition 
Revolution CT 
Revolution CT ES 



 
Product 
Correction 



GE Healthcare will correct all affected products at no cost to you. A GE Healthcare representative will contact you 
to arrange for the correction. 



 
Contact 
Information 



If you have any questions regarding this Field Safety Notice or the identification of affected items please contact 
your local Sales/Service representative.  



 
GE Healthcare confirms that this notice has been notified to the appropriate Regulatory Agency. 
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Please be assured that maintaining a high level of safety and quality is our highest priority. If you have any questions, please contact 
us immediately. 
 
Sincerely, 
 



 
Laila Gurney 
Chief Quality & Regulatory Officer 
GE Healthcare                                                                                       



 
 
Jeff Hersh, PhD MD 
Chief Medical Officer 
GE Healthcare 
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 GE Healthcare  
 



GEHC Ref# 25496 



 
MEDICAL DEVICE NOTIFICATION ACKNOWLEDGEMENT 



RESPONSE REQUIRED 
 
Please complete this form and return it to GE Healthcare promptly upon receipt and no later than 30 days from receipt. 
This will confirm receipt and understanding of the Medical Device Correction Notice.  
 



Customer/Consignee Name:  



Street Address:  



City/State/ZIP/Country:  



Email Address:  



Phone Number:  
 



☐ 



We acknowledge receipt and understanding of the accompanying Medical Device Notification, 
and that we have informed appropriate staff and have taken and will take appropriate actions in 
accordance with that Notification. 



 
Please provide the name of the individual with responsibility who completed this form. 
 



Signature:  



Printed Name:  



Title:  



Date (DD/MM/YYYY):  
 
 
 



Please return completed form by scanning or taking a photo of the completed form 
and email to: FMI25496.mailbox@ge.com 



 



 
 
 








			Urgent Field Safety Notice
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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



		[image: ]







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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		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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