[image: image15.jpg]Ymddiriedolaeth GIG
Prifysgol Felindre

Velindre University
NHS Trust



[image: image15.jpg]

	                                                                                                                                                                                                                                                  VELINDRE University NHS TRUST


Medical Devices Group
Thursday 15th April 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)

Pete Phillips (PP)
Helen Jones (HJ)

Martin John (MJ)


	Martyn Harries – (MH) 

Paul Jenkins (PJ)

Karen Jones (KJ)

Simon Lawrence – (SL) 

Owain Harries-Stevens – (OHS)

Julianne Golding – (JG) 

Jonathan Fear – (JF) 

Viv Cooper (VC)

Claire Power (CP)

Johnathan Fear (JF)

Paul Thomas (PT)

Hayley Harrison-Jeffreys (HHJ)

Justin McCarthy (JMc)
Anisa Mohamed (AM)
Sam Skelton – (SS)
Clare Small – (CS)


	1. 
	Apologies: 
Tim welcomed Helen Jones. 
	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

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

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


JR talked through his report. Initial concern regarding getting drug related patient seafty alert along with Medical Devices Alert is not the case as only alert related to Medical Devices are appears on the MHRA new system.

b) Incidents relating to Medical Devices
c) KPI

[image: image3.emf]4c2. KPI - Q4 2020  V1.0 Draft.xlsx


JR/TR talked through these report.

d) Medical Gases Group Report
Group meets twice a year (Febuary and September).

Report requested – not ready yet.
e) Electrical Safety User Group Report

[image: image4.emf]4e1. Electrical  Safety Group Minutes 12-11-2020.doc


      
[image: image5.emf]4e2. Electrical  Safety Group Draft ToR.docx


TR talked through the minutes that relate to the MDG.
	JR

JR

JR/TR
TR

TR

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

[image: image6.emf]Standard 2.9  Medical Devices, Equipment and Diagnostic Systems VCC 2021-2022.docx


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)
(verbal update from JF) Sam to update on the audit of the hoists situation and JF stated that we have a Gold service contract with ArjoHuntleigh
	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

[image: image8.emf]DraftQ 4 HCS  Improvement Plan 2020 21 (2.9 Q4 update).docx


Progress updates from VCC, NWIS & WBS on MDR

Verbal update from TR and MJ. MJ mentioned that QMS would need to be Accredited/Audited by an external body however PP advised that this was unlikely to be requested MHRA as it was not a requirement of the EU MDR, though internal audit would likely be required.

c) Divisional Procurement Procedure

Awaiting response from PT.


[image: image9.emf]7d1. Divisional  Procurement flowchart  V0.D9.3 - Draft


[image: image10.emf]7d2. Condemned or  Scraped Equipment form.docx


[image: image11.emf]7d3. ID002  Loan-Trial Equipment Memorandum - Draft.docx



 EMBED AcroExch.Document.11  [image: image12.emf]7d4. Trust U5K   V0.T3 - Draft



 EMBED AcroExch.Document.11  [image: image13.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
No update received
	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: image14.emf]8. Committee  Highlight Report (quartely) -Blank.docx


	MDG


	9. 
	ANY OTHER BUSINESS
· Faulty Defibrillator at Trust HQ. Initial finding was that likely that it was not routinely checked. Advice given by WBS on procedure and what to do in event of a fault.
· Database remote connection issue was discussed. JR indicated that IT call has been raised as requested.  


	TR/MDG


	10. 
	Date & time of next meeting 

15th July 2021   13.30 – 15.00 via MS Teams
	


[image: image16.jpg]Canolfan Ganser Felindre
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Time 2020-2021

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

				4/10/20		May-20		31		19		10		2						CT Sim2		9		4		4		549

				4/13/20		Jun-20		30		22		8		0						MRI		8.5		0		0		518.5

				5/8/20		Jul-20		31		23		8		0						CT		8.5		0		0		518.5

				5/25/20		Aug-20		31		20		10		1

				8/31/20		Sep-20		30		22		8		0				Q2		Gamma Camera		8.5		0		0		552.5

				12/25/20		Oct-20		31		22		9		0						CT Sim1		9		0		0		585

				12/28/20		Nov-20		30		21		9		0						CT Sim2		9		4		4		585

				1/1/20		Dec-20		31		21		8		2						MRI		8.5		0		0		552.5

						Jan-21		31		21		10		0						CT		8.5		0		0		552.5

						Feb-21		29		20		9		0

						Mar-21		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		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





CT1&2 KPI

																Work hr

				CT Sims (Radiotherapy) availability: Q4								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

						January				0		0

						February		2/3/21		0		7		Routine annual service

						March				0		0



						Total (hr)				0		0										549		549		0		100.0%



				CT2 - CT00062850

						January		1/26/21		1/4/00		0		Defective channel/detector replaced 

						February				0		0

						March				0		0



						Total (hr)				4		0		Planned service		 Siemens						549		545		4		99.3%





																						549		549		0		100.0%

																						Average Downtime				4		0.2%

																						Average uptime						99.8%









Radiology MRI&CT

																		Work hr

				MRI & CT (Radiology) availability: Q4												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











						Total (hr)																518.5		518.50		0		100.0%



				CT

						January

						February

						March













						Total (hr)																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: Q4										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

						February

						March

















						Total (hr)				0		0								518.5		518.5		0		100.0%





																				 Downtime				0		0.0%

																				Uptime						100.0%











Linac

														January 2021



								Available				Target for		Actual		Activity		Cancelled -				Target for		Patient Treats

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

						LA1		14200.0		270.0		95.00%		98.13%		10225		0		0		98.00%		100.00%

						LA2		6215.0		1365.0		95.00%		81.99%		2870		245		0		98.00%		92.13%

				COVID		LA3		11891.0		175.0		95.00%		98.55%		5640		0		0		98.00%		100.00%

						LA4		13744.0		50.0		95.00%		99.64%		8730		0		0		98.00%		100.00%

						LA5		11520.0		260.0		95.00%		97.79%		6795		0		0		98.00%		100.00%

				Backup		LA6		1620.0		115.0		95.00%		93.37%		125		0		0		98.00%		100.00%

						LA7		13975.0		925.0		95.00%		93.79%		7440		0		0		98.00%		100.00%

						LA8		12191.0		105.0		95.00%		99.15%		8220		0		0		98.00%		100.00%

						Average		85356.0		3265.0		95.00%		95.30%		50045.0		245.0		0.0		98.00%		99.02%

														February 2021



								Available				Target for		Actual		Activity		Cancelled -				Target for		Patient Treats

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

						LA1		13120.0		45.0		95.00%		99.66%		7770		0		0		98.00%		100.00%

						LA2		10800.0		305.0		95.00%		97.25%		7405		0		0		98.00%		100.00%

				COVID		LA3		10840.0		60.0		95.00%		99.45%		4545		0		0		98.00%		100.00%

						LA4		10620.0		220.0		95.00%		97.97%		6900		0		0		98.00%		100.00%

						LA5		10500.0		105.0		95.00%		99.01%		6320		60		0		98.00%		99.06%

				Backup		LA6		2220.0		30.0		95.00%		98.67%		1285		0		0		98.00%		100.00%

						LA7		14365.0		120.0		95.00%		99.17%		10290		0		0		98.00%		100.00%

						LA8		11262.0		795.0		95.00%		93.41%		6450		0		0		98.00%		100.00%

						Average		83727.0		1680.0		95.00%		98.07%		50965.0		60.0		0.0		98.00%		99.88%

														March 2021



								Available				Target for		Actual		Activity		Cancelled -				Target for		Patient Treats

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

						LA1		12982.0		75.0		95.00%		99.43%		9270		0		0		98.00%		100.00%

						LA2		12600.0		350.0		95.00%		97.30%		7605		0		0		98.00%		100.00%

				COVID		LA3		12412.0		90.0		95.00%		99.28%		5205		0		0		98.00%		100.00%

						LA4		12720.0		195.0		95.00%		98.49%		8555		0		0		98.00%		100.00%

						LA5		16357.0		590.0		95.00%		96.52%		11360		45		0		98.00%		99.61%

				Backup		LA6		1349.0		170.0		95.00%		88.81%		405		0		0		98.00%		100.00%

						LA7		15367.0		135.0		95.00%		99.13%		10885		0		0		98.00%		100.00%

						LA8		12877.0		200.0		95.00%		98.47%		8685		0		0		98.00%		100.00%

						Average		96664.0		1805.0		95.00%		97.18%		61970.0		45.0		0.0		98.00%		99.95%



January 2021  %  Uptime

Actual % Uptime	

















LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	0.98134070490670355	0.81992084432717682	0.98549643626719707	0.99637523560968533	0.97792869269949068	0.93371757925072041	0.93791946308724827	0.99146063760572545	0.95301994921924349	Patient Treats % Completed	

















LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	1	0.9213483146067416	1	1	1	1	1	1	0.9901685393258427	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	









February 2021  %  Uptime

Actual % Uptime	







LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	0.99658184580326625	0.9725348941918055	0.99449541284403675	0.97970479704797053	0.99009900990099009	0.98666666666666669	0.99171556782878845	0.93406319980094554	0.98073267426055877	Patient Treats % Completed	







LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	1	1	1	1	0.99059561128526641	1	1	1	0.99882445141065834	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	









March 2021  %  Uptime

Actual % Uptime	







LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	0.99425595466033545	0.97297297297297303	0.99280115181570949	0.98490127758420443	0.9651855785684782	0.88808426596445034	0.9912914462649981	0.98470597231780987	0.97177482751861988	Patient Treats % Completed	







LA1	LA2	LA3	LA4	LA5	LA6	LA7	LA8	Average	1	1	1	1	0.99605436212187637	1	1	1	0.99950679526523456	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	


















Velindre Cancer Centre Electrical Safety Group – terms of reference

		1

		Scope



		

		· The Management of electrical safety at Velindre Cancer Centre.





		2

		Purpose and aims of Velindre Cancer Centre Electrical Safety Group



		

		The Electrical Safety Group shall act as the focal point for all matters relating to the management of electrical safety at Velindre Cancer Centre.

· To advise the Trust’s performance planning group of electrical management. performance at Velindre Cancer Centre.

· To provide expert advice throughout Velindre Cancer Centre on matters relating to electrical safety.





		3

		Duties /core Responsibilities



		

		· To develop and implement LV and HV procedures. 

· To establish a training needs analysis and monitor effectiveness of electrical training.

· To monitor and respond to internal and external audits of the electrical system.

· To ensure that all electrical mandatory and statutory requirements are fulfilled.

· To consider and discuss national guidelines for the NHS on electrical safety as they arise.

· To respond to safety issues and incidents relevant to Velindre Cancer Centre.

· To feed into corporate processes for business planning and the capital programme in support of key risks identified across the electrical safety agenda.





		4

		Membership



		

		Estates Manager

Estates Technician

Estates Administrative Support

Operational Services Compliance Manager

Trust Capital Planning Manager

Senior Nurse

Trust Fire Safety Manager

Trust Health and Safety Manager

Radiotherapy Supervisor



		5

		Quorum



		

		The Chair or deputy chair and at least 2 other permanent members or their nominated deputies.



		6

		Meeting arrangements



		

		Members or a nominated attendee will attend at least 75% of occasions.

Frequency of meetings will be 6 monthly.





		7

		Reporting arrangements



		

		The Electrical Safety group shall be accountable to the Trust’s Performance Planning Group? 

Exception reports to Velindre Cancer Centre’s Health and Safety group when deemed necessary by the group.



		8

		Effectiveness review of group



		

		The group will carry out an annual effectiveness review and report said findings to the Trust Performance Planning Group.


















Velindre UNHST Medical Devices Group Annual Objectives 2021-22

		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



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



		Trust Medical Devices Policy in place.





Report and recommendations by October 2020



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, 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


[image: ]



[image: ]



		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

		

None



		ADVISE

		

None



		ASSURE 

		 None



		INFORM 

		None



		APPENDICES

		Choose an item.
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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.
15/04/2021 (verrbal update from JF) Sam to update on the audit of the hoists situation and JF stated that we have a Gold service contract with ArjoHuntleigh 				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		 		 		Overdue		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

		258		Medical Devices		8/6/20		Implementation Trust-wide Medical Equipment and Devices Database containing relevant data and associated procedures.		 		Jignesh Raiyani		31-Mar-22		 		 		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.				Not due		Not due		

		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		

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														

																														







&P of &N	




Complete

		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		

		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

		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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		Key  Rag Rating  





		At risk of not being achieved by March 2021

		On target to be achieved by March 2021

		Completed





		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
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  Health and Care Standards Improvement Plan 2020-2021



		Q1

		Q2

		Q3

		Q4



		

		

		

		







 

		Improvement Identified 

		Action Lead

		Executive Lead

		Priority

		Completion Date



		Progress

		Completion update 



		

		

		

		High/Medium/Low

		

		

		RAG

		If action at risk of not being completed  by target date  please provide reason



		Standard 2.9 Medical Devices, Equipment and Diagnostic Systems 

Working towards self-assessment Score 3



		Develop a plan to implement the 2017 EU Medical Device Regulations



		Health & Safety Manager &, Medical Devices Officer



		Chief Operating Officer 



		High

		March 2021

		Q1: The date of application of the EU Medial Devices Regulation has been postponed by one year to 26 May 2021 due to the COVID-19 pandemic. EU In-vitro Diagnostic Devices Regulation compliance date remained same as 26 May 2022.

Welsh Government group engagement has been paused, this will be resumed when COVID-19 situation allows.

Medical Physics Engineering is to establish new QMS ISO 13485.

Annual Update report has been summited to the Trust Q&S Committee for July 2020 meeting.

Q2: Project Initiation Document (PID) under development in preparation. 

The Welsh Government MDR group meetings have resumed. As a result of Brexit there is no clear guidance on how the MDR will be implemented in the UK. WG may provide guidance/suggestion on this. Medical Physics Engineering is generating procedures in line with QMS ISO 13485. 

Q3 As above.

Q4: As the MDR now comes into force after the UK leaves European Union, as far as the UK is concerned the net effect of this is that the EU MDR will not become UK law since the date of full application on 26 May 2021 is after the end of the withdrawal agreement transition period. This means Regulatory requirement for in-house manufactured and its use will not come into effect but the MHRA is working on new Medical Devices regulations for the UK and it is highly unlikely in-house manufacturing and its use will not be included within the new UK regulation. The work that we have been doing on the health institutional exemption has not been wasted as it is almost certain that any UK legislation will be closely based on the EU Regulations and that should be the working assumption. As previously informed VCC Medical Physics Engineering is working to establish a Quality Management System (QMS) based on BS EN ISO 13485 to cover devices manufactured by VCC Medical Physics Engineering.





	

		

		Likely to be May 2021 – move to 2021/22 action plan and IMTP. Relevant task have been moved to 2021/22.
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		Meeting Name:

		Electrical Safety Group



		Date and Time:

		Thursday 12th November 2020 @ 10:00am



		Location:

		MS Teams & VCC Conference Room



		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]



		Jignesh Raiyani

		VCC Medical Physicist [JR]



		Stephen Hayes

		VCC Medical Physicist [SH]



		Michael Booth

		VCC Senior Radiographer [MB]



		Louise Davies

		VCC Nursing Support Officer [LD]



		Matthew Lewis

		VCC Estates Technician [ML]



		Ian Preece

		VCC Estates Technician [IP]



		Ashleigh Jones

		VCC Estates Admin Support [AJ]





AGENDA


		1.


2.




		Apologies for absence 

JF welcomed everybody to the meeting and previous minutes were reviewed by the Group for accuracy. Stephen Lloyd, Paul Murphy, Vivienne Cooper, Tatiana Bartalucci and Denise Hughes sent their apologies as they were unable to attend today’s meeting.



PAT Testing



PAT testing has been carried out throughout VCC. Contractors will pick up PAT testing across North Wales sites.

Action: JF to request costs for North Wales from Cardiff PAT Test.



Crossover of Responsibility

There was a fault with the Mammogram machine in X-RAY which Estates were requested to repair. The Estates team assisted by Medical Physics diagnosed the problem, a new part was ordered, and the machine was repaired when the part arrived.
Although it was accepted that Estates and Medical Physics will always help when requested, it was discussed who should be responsible for the maintenance and repair of this machine and other equipment which did not fall directly under either department. In the case of X-RAY treatment machines, responsibility resides with the X-RAY department including any maintenance contracts and service callouts.
It was also briefly discussed as to whether external contractors called to repair such equipment should be given Competent Person [CP] status to work at the Cancer Centre [VCC]. It was decided that the decision regarding contractors being given CP status would be raised with Alun Evans, the Compliance Manager.



		3.

4.

5.


6.

7.


8.                             



		
Actions: JF to pencil in a meeting with MB regarding the X-RAY situation. AJ to update Alun Evans regarding the need for CPs.



HV Tripping/ACB maintenance



ML and IP have carried out the blackstart with no major issues. There was a slight problem with water pressure on the sites and cold water distribution systems, which were caused by the tank pressurisation pump sets in the tank room above the boiler house not having an essential supply. It was decided that an additional essential supply would be installed in the tank room to provide extra resilience to these units.
It was also noted that the air circuit breakers [ACBs] located in the Switch Room and the Power Centre are now obsolete.

Action: ML to contact Eaton for relevant information.

Couch Maintenance

IP undertook an inspection of all the couches across VCC and created an asset list to ensure all the couches are safe. There are two couches on ROWAN currently unavailable due to the cables being too short. Need to decide whether to get an external company in to conduct maintenance on the couches or whether the technicians here can do it themselves. Spares need to be ordered to prevent dust trap. Estates have already managed to source these and are awaiting costs.
IP mentioned Therapies ordered a low voltage couch but no decision was reached as to whether it would be a preferred purchase. JR mentioned there was additional equipment such as the trolleys on Assessment Unit and suggested these be inspected or maintained.

Action: IP to order new covers for feet and to discuss a further maintenance contract with LD.










DATEX Electrical Incidents and Welsh Government Electrical Safety Alerts

Going forward we will attach any relevant electrical safety issues which are raised on DATEX or as Welsh Government Safety Alerts which occur between the date of this meeting and the next meeting, or any still with outstanding actions.

No actions.



5 Yearly Testing Update


IP mentioned that during the black start ML and himself had wanted to resolve the outstanding issues raised in the 5 yearly testing in Zone 14/15, however due to low water pressures and the need to run some temporary supplies in while the black start test was being carried out, only limited time could be spent in these areas and the work is still outstanding.

Action: ML to contact Jason Davies to see whether he can carry out these works out of hours.



Low Voltage Competent Persons [LV CPs)


All required Estates technicians have completed the training requirements for CP and Authorised Person [AP] duties and the process for appointing is currently taking place. The deliberation of appointing external contractors as CPs is to be raised with Alun Evans.


Actions: AJ to discuss external contractor APs with Alun Evans. ML to complete paperwork for CP.


AOB


Robin has been requested by Radiotherapy to look into putting coffee machines into LA7/8. He has no concerns as this is a designated kitchen. He has also discussed this with DH and Sue Sheppard-Murphy who also have no concerns regarding this. Robin questioned the need for additional refreshments since we already have the Dining Room on site and some departmental designated kitchens, however if it is required DH has a map of all the approved kitchens at VCC.
SH informed the group that staff in Radiotherapy have been struggling to find areas for break due to social distancing and other COVID-19 measures. RW said he understood this however we need to reduce the amount of staff members putting kettles into offices due to difficulty keeping a record of them and ensuring they’re PAT tested. JF said other departments have also been struggling with space for break areas; it may be worth looking into utilising the space in WRVS.

ML currently has issues accessing the distribution boards and plant rooms throughout the site at VCC due to some areas being used to store equipment. JF mentioned the distribution boards and defects at Welsh Blood site [WBS]. GG said any defects need to be picked up on Capital’s scheme next year as the project is now closed.

IP requested we send out comms throughout VCC and WBS regarding Christmas lights. They must be battery powered and not low voltage. The will also require PAT testing before being plugged in.


Actions: RW to pick up break space concerns with DH. DH to look at utilising WRVS for that purpose. ML to create a list of difficult-to-access areas in order for JF to liaise with Tim regarding emptying some areas for health and safety concerns. IP to send out comms regarding the Christmas lights. AJ to ensure Milburn Mounter is added to the group.

Date of next meeting: 11th February 2021 @ 10:30am on Microsoft Teams.
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Health & Care Standards Divisional Self-Assessment Tool 2020-2021 

		Divisional Lead

		Date received at Management Group for monitoring 



		Tony Millin, Head of Radiotherapy Physics



		  



		Operational Lead 

		Date approved at Senior Management Team (SMT) and  Divisional Review Meeting DRM



		Jignesh Raiyani, Medical Devices Officer



		 



		Executive Lead

		Date Approved at Executive Management Board  and Trust Q&S Committee 



		Cath O’Brien, Chief Operating Officer



		 





Safe Care 

		Q1

		Q2

		Q3

		Q4



		

		

		

		





		Score 2019-20 



		1

		2

		3

		4

		5



		

		

		

		

		



		Insert presumed score from last year’s assessment    







		

		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.

		Partially Compliant

		Trust wide Medical Devices and Equipment Management Policy QS24 (2017), 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.



Regulations:



MDG is continuing to work towards compliance with the new EU Medical Devices Regulation (MDR). However due to Covid-19 the date of application of the EU Medial Devices Regulation has been postponed by one year to 26 May 2021. EU In-vitro Diagnostic Devices Regulation compliance date remained same as 26 May 2022.



As the EU MDR now becomes fully applicable after the UK leaves European Union, as far as the UK is concerned the net effect of this is that the EU MDR will not become retained EU law since the date of full application on 26 May 2021 is after the end of the EU withdrawal agreement transition period. 



This means Regulatory requirements based on the EU MDR for in-house manufactured and used medical devices will not come into effect. The UK Government have put in place a further revision of the existing UK medical devices regulations effective from 01 Jan 2021, but these make no change to the current regulatory position regarding in-house manufacture i.e. there are no explicit regulatory requirements. However, the MHRA is working on new Medical Devices regulations for the UK (likely to become full effective in mid-2023) and it is highly likely that in-house manufacturing and its use will be included within these new UK regulations.



VCC Medical Physics Engineering is working to establish a quality management system (QMS) based on BS EN ISO 13485 to cover devices manufactured by VCC Medical Physics Engineering.



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:



KPI monitoring of the medical devices has been extended and now includes Radiotherapy including CT simulators, Radiology and Nuclear Medicine.  

 

		Trust policy


Trust Medical Devices Group



Database



Compliance against EU 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.

		Fully Compliant

		1. Trust wide Medical Devices and Equipment Management Policy QS24 (2017), 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.



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.



The requirement to replace existing blood glucose/ketone meters under the All-Wales point-of-care testing (WPOCT) project is complete and a POCT SLA between C&V POCT services and VCC is in place.



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, e.g. Patients weighing scales throughout VCC were serviced and calibrated on the 29/30 September 2020.



Development of a divisional procedure for the procurement of medical devices and medical equipment is still 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.



		Fully Compliant

		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. For example, clinical training for the new Defibrillators had been delivered prior to the deployment of the new Defibrillators into the clinical areas before the defibrillator were deployed for clinical use.



		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



		Fully Compliant

		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 (2017), 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, e.g. response to Medical Device Safety Bulletin MDSB-2020-01 Philips HeartStart MRx monitor/defibrillator discussed at the meeting held on 26th November 2020.



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

		Fully Compliant

		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:





		



		

		

		

4

		



		Working towards Self-assessment Score:

		

		

		

		

		5







		Our achievements

		By whom 

		Date by when



		The Point of Care Testing devices (POCT) and equipment database project have been implemented. Some ongoing work is continuing. Harmonising and procuring new equipment (e.g. Defibrillators and COVID-19 equipment purchase). Providing maintenance service and advices as and when required. 



		Team work 

		During 2020 and continuing



		Our challenges



		

		



		The Covid-19 pandemic has been challenging especially the initial period with procuring new equipment, should the need arise in future we now have stock of certain critical equipment/devices. We have worked towards harmonising equipment throughout VCC and its compatibility in terms of usability /training. We had to delay the POCT implementation which includes Blood Glucose/Ketone meters due to safety concerns relating to COVID-19. During this time every one at VCC, Trust HQ, and Procurement worked tirelessly to deliver what was required. C&V Clinical Engineering as always were very supportive and there was no compromise in service that we received from them or what was delivered to the patients.   







 

		Team work 

		During 2020 and continuing



		Our priorities and aims for 2021/22



		

		



		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, we have developed procedure and flowcharts and once feedback is provided by procurement we will be in a position to fully develop the divisional procedure 

Carried forward from 19-20

		Jignesh Raiyani

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

Feb 2021 – Apr 2021

Key: Black – not applicable

         Red – applicable 


         Orange – possibly applicable and awaiting feedback

          Green – Issue resolved – close after approval 


Medical Device Alerts (New)

· NatPSA/2021/001/MHRA - Supply disruption of sterile infusion sets and connectors manufactured by Becton Dickinson (BD)

· Becton Dickinson (BD) have notified MHRA that the sterility of some of their devices cannot be guaranteed due to quality issues with their third-party sterilisation provider

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


· See FSN section MDS-21-4072 for copy of the FSN relegated to this MDA




[image: image1.emf]MDA-2021- 001  (Wales)




Medical Device Safety Bulletin (MDSB)

· None

Field Safety Notices applicable to VCC/WBS

VCC: 

·  MDS-21-4072 - Product Removal - Infusion Sets for Alaris™ Pumps (GP, VP, CC, GW/GW800, SE, IVAC 590 series) (Appendix 1) and Gravity Infusion sets & connectors (Appendix 2).


· See MDA section NatPSA/2021/001/MHRA for information



[image: image2.emf]BD 10 March 2021




· 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: image3.emf]GE Medical Systems  - 08 January 2021




WBS: 

· None reported 

Other Product defect

· PRO-600 Thermometer Probe Cover Batch Recall – VCC were informed by NWSSP Procurement Sourcing regarding recall of batch Hill Rom LOT (1 0)20201109 the faulty cover and do not attach correctly to the Thermometer. 

· VCC had 17 boxes (each box contains 200 covers) in clinical area that have been collected and isolated in stores. There were none is Stores. Stores will arrange the faulty covers to be exchanged.


Previous open MDA/FSN/Other

VCC:

· None

WBS: 

· None

PAGE  

2

Jignesh Raiyani


V1.0

Medical Devices Officer
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:  



For any enquiries about this alert contact: devices.queries@mhra.gov.uk  



Failure to take the actions required under this National Patient Safety Alert may lead to regulatory action 



1/2 



   



 



Supply disruption of sterile infusion sets and connectors manufactured by 
Becton Dickinson (BD) 
 



Date of Issue: 11-Mar-21 Reference No: NatPSA/2021/001/MHRA 



This alert is for action by: primary and secondary care, blood transfusion services, specialist outpatient 



settings, oncology providers, hospices, private healthcare  



This is a safety critical and complex National Patient Safety Alert. Implementation should be coordinated by a senior member of staff 
e.g. Medical Director supported by Chief Pharmacist, Chief Nurse, Head of Infection Control and Head of Procurement/Supplies or 
equivalent roles.  



 



Explanation of identified safety issue:  Actions required   



Becton Dickinson (BD) have notified MHRA that the 
sterility of some of their devices cannot be guaranteed due 
to quality issues with their third-party sterilisation provider. 
BD is recalling all affected stock of the following products: 



• Infusion sets for specific Alaris pumps  



• Gravity infusion sets and connectors 
 
Although the devices are likely to be sterile this cannot be 
guaranteed so there is a very small risk of infection from 
treatment with these devices. There will be supply 
disruption whilst BD transfer products to a new sterilisation 
provider.  
 
Affected product codes are listed in the Field Safety 
Notice (FSN).  
 
The quality issue was recently identified but ongoing for a 
number of years. No infection issues have been identified 
relating to these products. 
 
Supply disruption is to be expected for 4 weeks. Mutual 
aid of alternative infusion devices and associated 
consumables is advised to ensure that clinical risk is 
minimised. 
 
The risks of rapidly changing clinical practice or using 
unfamiliar devices must be balanced against the risk of 
continuing to use these products while they remain 
available. 
 
Unusual or low-virulence organisms isolated from blood 
culture, which are commonly considered contaminants, 
should be considered potentially pathogenic in discussion 
with the local infection specialist. 
 
Based on current evidence, there is no need for a review 
of patients previously treated with these devices. 



 
 



 NOTE: 
Do not disconnect patients from already running infusions 
unless an alternative means of delivery has been 
identified and is available. 



 
Actions to be complete by 31 March 2021  
1. Immediately identify whether your organisation uses 
any of the following Alaris models of pumps: 



• CC 



• GP 



• VP 



• GW/GW800 



• SE 



• IVAC 590 series 
 



2. Use alternative pumps and giving sets or alternatives to 
intravenous infusion where they are available, and it is 
safe to do so. 
 
3. Train staff and verify competency before using 
alternative pumps and ensure training records are 
updated.  
 
4. Once alternatives are available, remove unused Alaris 
pump giving sets, gravity infusion sets and connectors 
from shelves and storage areas and quarantine these 
devices for later analysis if indicated. 
 
5. If no alternative devices or clinical approaches are 
available you should:  
a) Undertake and document a risk assessment.  
b) Follow established local protocols for resource shortage 
escalation or contingency. 
c) Set up systems to ensure that any infections that may 
be linked to these infusion sets are reported, as 
appropriate, in your region.  
 
 



   





https://mhra-gov.filecamp.com/s/yqwrVycEVOHjJZ3O/d


https://mhra-gov.filecamp.com/s/yqwrVycEVOHjJZ3O/d








 



 



For any enquiries about this alert contact: devices.queries@mhra.gov.uk 



To learn more on how alert issuing bodies in England are working together to issue alerts please go to 



https://improvement.nhs.uk/resources/national-patient-safety-alerting-committee/ 
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Additional information: 



 
A review of data held by the MHRA showed no reports of infections in last 10 years associated with BD pumps/infusion 
sets. There are a small number of incidents reported about all infusion sets in the same 10-year period. The 
manufacturer has not had any reports of infections related to these devices. Manufacturing of the affected devices is 
conducted in an ISO accredited cleanroom facility; the sterilisation processes will have achieved a reduction in 
contamination. The devices are likely to be sterile, but with a lower sterility assurance level than is the standard. 
 
BD have identified that the following sets are affected as part of the scope of this issue, as detailed in their FSN.  



 
Gravity IV sets and connectors 



Product Purpose Alternative 



Primary and secondary 
administration sets  



IV fluids and drug 
administration 



Other non-dedicated IV sets from BD 
or competitor portfolio  



Transfusion sets Blood transfusions Other transfusion sets from BD or 
competitor portfolio 



Multi-way oncology sets Oncology drug infusion 
delivery  



Other oncology sets from BD or 
competitor portfolio  



SmartSite Needle-free 
connector 



Needleless connector to 
enable catheter access to 
infusion 



Other connector technology from BD 
or competitor portfolio 



Vial and bag access 
devices 



Needleless bag and vial 
access, including hazardous 
drug protection 



Needle/syringe access 



 
 



Infusion sets for Alaris pumps  



Product Purpose Alternative 



Large volume infusion 
pump sets 



Accurate IV infusion and 
transfusion delivery in general 
wards, OR and ICU  



No alternative sets – see clinical 
advice in FSN  



Syringe pump sets with 
in-line pressure 
monitoring  



Accurate IV infusion and 
transfusion delivery in general 
wards, OR and ICU 



No alternative sets – see clinical 
advice in FSN 



 
 
 
Stakeholder engagement 
 
Department of Health & Social Care 
Devolved Administrations 
NHS Supply chain / procurement 
Public Health England 
NHS Blood & Transplant  
CQC 
 
 
 
You can report any suspected or actual adverse incidents involving these devices through your healthcare institution’s 
local incident reporting system and/or your national incident reporting authority as appropriate: England, Scotland, 
Northern Ireland, Wales. 



  





https://mhra-gov.filecamp.com/s/yqwrVycEVOHjJZ3O/d


https://yellowcard.mhra.gov.uk/


https://www.nss.nhs.scot/health-facilities/incidents-and-alerts/report-an-incident/


https://www.health-ni.gov.uk/articles/reporting-adverse-incident


https://yellowcard.mhra.gov.uk/
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11th March 2021 



Attention: Clinical Personnel, Risk Managers, Biomedical Personnel 
 



This letter contains important information which requires your immediate attention. 
 



Dear Customer, 
 



BD is conducting a Field Safety Corrective Action to remove all lots of distributed: 



• Infusion Sets for Alaris™ Pumps (GP, VP, CC, GW/GW800 and SE, IVAC 590 series) and 



• Gravity Infusion sets and connectors.  



 



See Appendices 1 and 2 for full lists of all impacted product catalogue numbers (REFs). Representative 



images of the devices are provided in Table 1 and 2 below. 



 



Description of the Problem 



 



BD has been notified by a 3rd party sterilization services provider that it intentionally falsified sterilization 



process records related to the processing of BD products. 



 



BD immediately conducted an investigation and has determined that BD is unable to guarantee the 



sterility of the devices listed in the attached appendices.  Therefore, we are removing the devices from 



the market. 



 



The scope of this product removal includes unexpired lots of the distributed SKUs listed in the 



appendices. BD has an on-line tool to support the identification of impacted lot numbers located at: 



bd.com/MDS-21-4072 



  



URGENT: FIELD SAFETY NOTICE – MDS-21-4072 



 
Infusion Sets for  



Alaris™ Pumps (GP, VP, CC, GW/GW800, SE, IVAC 590 series) (Appendix 1) 
 



Gravity Infusion sets & connectors (Appendix 2) 
 



Type of Action: Product Removal 
 











 



EMEAFA105 Revision 1 MHRA/HPRA  Page 2 of 13 



1030 Eskdale Road 



Winnersh Triangle 



Wokingham 



RG41 5TS 



www.BD.com 



 



 



Table 1: Representative examples of Infusion Sets for Alaris™ Pumps (GP, VP, CC, GW/GW800 and SE), IVAC 



590 series 



 



 Product Purpose Alternative 



 



Large volume Infusion 



Pump Sets 



Accurate IV infusion and 



transfusion delivery in 



general wards OR and 



ICU 



No alternative sets – see 



Clinical advice below 



 



Syringe Pump Sets with 



In-Line Pressure 



Monitoring 



 



Accurate IV infusion and 



transfusion delivery in 



general wards, OR and 



ICU 



 



No alternative sets – see 



Clinical advice below 



 



Table 2: Representative examples of Gravity IV sets & connectors 



 



 Product Purpose Alternative 



 



Primary and secondary 



administration sets 



IV fluids and drugs 



administration 



Other non-dedicated IV 



sets from BD or 



competitor portfolio. 



Contact local 



representative 



 



Transfusion sets 



 



Blood transfusions 



 



Other transfusion sets 



from BD or competitor 



portfolio. 



Contact local 



representative 



 



 



Multi-way oncology sets 



 



Oncology drug infusion 



delivery 



 



Other oncology sets from 



BD or competitor portfolio. 



Contact local 



representative 



 



 



SmartSite™ Needle-Free 



Connector 



Needleless connector to 



enable catheter access to 



infusion 



Other connector 



technology from BD or 



competitor portfolio. 



Contact local 



representative 



 



 



Vial and bag access 



devices 



 



Needleless bag and vial 



access, including 



hazardous drug protection 



 



Contact local 



representative 



 



Clinical Impact:  
The use of non-sterile devices in the clinical setting could lead to an increased risk of infection which 
may cause serious harm or life-threatening conditions.  
 
BD has not identified any reports of adverse events or serious patient harm to date that could be 
associated to this field safety corrective action. No specific patient follow-up activities are required if the 
product has already been used.  
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Advice for Clinical Users: 



1. Cease use of all impacted lot numbers in your possession. 



 



2. Until BD can resume shipments, BD recommends: 



 



a. Contact your local BD representative to discuss possible product alternatives. 



 



b. Where product alternatives are not available, consider general measures to guarantee 



infusion continuity such as:  



For Alaris™ CC Plus users:  
i) Check with local representative and Technical support the possibility 



to temporarily convert you pump into “Semi-dedicated” mode (allows pump 
operation only in ml/h and without In-line pressure monitoring capability) using 
standard extension sets as an alternative.  



ii) Should filtration be a requirement, add-on filters (0.22 / 1.2µm filters) can be 
used.  



iii) Due to limited supply of extension sets with pressure disc, In Line Pressure 
Measurements may not be possible. Hence, we recommend using a pressure 
disc on ONE pump that is closest to the patient so it can monitor the in-line 
pressure for all pumps in the system (i.e. multi infusion set up).  



  
For Alaris™ GP Plus & Alaris™ SE & Alaris ™ IVAC 590 series users:   
i) Consider use of syringe pumps for high-alert medications that require 



continuous infusions (including weighed-based drugs) or gravity alternatives if 
clinically acceptable.  



ii) Use any alternative pumps available.   
iii) Consider use of gravity infusions for large volume infusates that do not require 



high-accuracy or weighed-based infusion.  
iv) When transitioning parenteral nutrition or chemotherapy or other infusions that 



require infusion sets with filters (0.2 or 1.2 µm ), consider use of add-on inline 
filters during gravity-based infusions (with or without flow rate regulators).  



v) Consider use of tubing with integrated dial-calibrated IV flow rate regulators 
(e.g., RATE FLOW regulator, DIAL-A-FLOW) can be used to regulate the flow 
rate instead of the roller clamp.  



   
For Alaris™ VP Plus and GW/GW800 users:  
i) As pump set replacement alternatives are not possible, gravity infusion may be 



the only option or use any alternative pumps available.   
ii) Consider use of syringe pumps for high-alert medications that require 



continuous infusions (including weight-based drugs). The set recommendations 
below might not be identical to the sets you have been using but will match the 
essential clinical requirements.  



iii) Consider use of gravity infusions for large volume infusates that do not require 
high-accuracy or weight-based infusion.  



iv) When transitioning parenteral nutrition or chemotherapy or other infusions that 
require infusion sets with filters (0.2 or 1.2 µm), consider use of add-on inline 
filters during gravity-based infusions (with or without flow rate regulators).  



v) Consider use of tubing with integrated dial-calibrated IV flow rate regulators 
(e.g., RATE FLOW regulator, DIAL-A-FLOW) can be used to regulate the flow 
rate instead of the roller clamp.  



 



c. Consider alternative arrangements for your infusion therapy needs either in line with 



national or local guidance or the guidance from ISMP (Institute for Safe Medication 
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Practices, an ECRI affiliate), for alternative infusion therapy arrangements in situations 



of supply interruptions for IV disposables: 



 
i. IV to oral conversion. Organizations should switch patients from IV to oral 



therapies as soon as possible. This should be considered for all appropriate patients 
who can swallow and meet other facility-defined criteria (e.g., no fever), including 
patients in the emergency department (ED) and long-term care facilities associated 
with the health system.   



ii. Use IV push instead of infusions. Administering medications via IV push instead 
of as a secondary infusion should also be considered when appropriate. Hospital-
specific IV push guidelines, along with the ISMP Safe Practice Guidelines for Adult 
IV Push Medications, should be consulted before considering this alternative.  



iii. Potential role for gravity infusions.   Examples may include IV hydration, some 
IV antibiotics, medications that are not high-alert, and others that might be 
appropriate for gravity infusion upon assessment during the ordering and 
dispensing process. To gauge the rate of flow in mL/hour for gravity infusions, it is 
necessary to know how many drops per mL the administration set delivers (e.g., 10, 
15, 20, 60 drops per mL). The number of drops delivered is controlled by the roller 
clamp (gravity flow control clamp). 



iv. Other alternatives. Other alternative types of infusion devices should be 
considered during infusion pump shortages, such as volumetric burette tubing, 
elastomeric devices, and other non-electronic rate controllers. 



Source:  ISMP (April 2020). Available at https://ismp.org/resources/planning-anticipated-shortage-smart-infusion-pumps-and-
dedicated-administration-sets 



Customer Next Steps: 



 



1. Circulate this Field Safety Notice to all those in your organisation, that need to be made aware. 



o If you have further distributed the product, please identify those facilities, and forward 



this notification to them immediately. 



 



2. Use the BD online tool at bd.com/MDS-21-4072 to identify lot numbers in your inventory which 



are impacted by this product recall. 



o NOTE: If you are unable to access the online tool, please contact your local BD 



representative. 



 



3. Quarantine and destroy any units of the impacted lots and complete the customer response 



form on Page 6 and return to BDUKFieldAction@bd.com for replacement product as soon as 



possible or no later than 16th April 2021.    



 



Corrective Actions by BD 



BD is working to qualify an alternate sterilization facility for these devices. 



 



Contact Reference Person 



 



If you have any questions about this Field Action, please contact your local BD 



representative/distributor or BDUKFieldAction@bd.com 



 



We confirm that the appropriate regulatory agencies have been informed of these actions. 



 





https://www.ismp.org/guidelines/iv-push


https://www.ismp.org/guidelines/iv-push


https://ismp.org/resources/planning-anticipated-shortage-smart-infusion-pumps-and-dedicated-administration-sets


https://ismp.org/resources/planning-anticipated-shortage-smart-infusion-pumps-and-dedicated-administration-sets


mailto:BDUKFieldAction@bd.com


mailto:BDUKFieldAction@bd.com
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BD is committed to advancing the world of health.  Our primary objectives are patient safety and user 



safety and providing you with quality products.  We apologise for the inconvenience this situation may 



cause you and thank you in advance for helping BD to resolve this matter as quickly and effectively as 



possible. 



 



Sincerely, 



  



 



Prof. Dr. Klaus Hoerauf, Vice 



President Medical Affairs, EMEA 



Region 



BD Switzerland Sàrl 



Idal Beer, MD 
Vice President Medical Affairs, 



Medication Management 
Solutions 



Lorna Darrock 
Senior Manager, Post Market Quality, 



BDX EMEA  
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______________________________________________________________________ 



Customer Response Form – MDS-21-4072 
Infusion Sets for Alaris™ Pumps (GP, VP, CC, GW/GW800 and SE, IVAC 590 series)  



& Gravity Infusion sets & connectors 



Please read in conjunction with Field Safety Notice MDS-21-4072 and return completed and signed 
form as soon as possible or no later than the 16th April 2021 to BDUKFieldAction@bd.com 
  



• I confirm this notice has been read, understood and that all recommended actions have been 
implemented as required. 



 



Tick the appropriate box below 
 



 We do not have any of the impacted devices as listed in Appendix 1 and 2 in our possession. 
 



OR 
 



 We have the units of the impacted devices as listed in Appendix 1 and 2 in our possession and I confirm 
that the following units have been destroyed/returned in return for replacement as indicated below. (Please 
note there may be delays in the replacement product subject to product availability). 



 



  



 



This form must be returned to BD before this action can be considered closed for your account. Please return your completed and 
signed Response Form to BDUKFieldAction@bd.com 



SKU Lot Number Quantity 
Destroyed 



SKU Lot Number Quantity 
Destroyed 



      



      



      



      



Name of Trust / Organisation 
 
 



Your Facility Address  



Postcode  



Telephone number 
 
 



E-mail address  



Name of your supplier for this 
product (if not direct from BD) 



 



 



 
Please list all Facilities / 



Hospitals 
covered by your response 



 
(e.g. other hospitals within your 



Trust)  



Facility / Hospital Name Postcode 



  



  



  



  



  



Your Name 
 
 
 



Job Title 
 
 



Signature 
 
 
 



Date 
 
 





mailto:BDUKFieldAction@bd.com


mailto:BDUKFieldAction@bd.com
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Appendix 1: Infusion Sets for Alaris™ Pumps (GP, VP, CC, GW/GW800 and SE, IVAC 



590 series) 
All products listed in Appendix 1, manufactured by BD Switzerland Sàrl, Terre Bonne Park – A4, Route de Crassier 17, Eysins, Switzerland 
unless otherwise indicated. 



Product 
Catalogue 



(REFs)  
Product Name 



Infusion Sets for Alaris™ CC Syringe Pump 



G30402M Alaris™ Products. Alaris™ CC Syringe Pump, Asena™ CC Syringe Pump, IVAC™ 701/711/770/P7000 Pumps. EXTENSION SET. 



G30453V 
Alaris™ Products. Alaris™ CC Syringe Pump, Asena™ CC Syringe Pump, IVAC™ P7000 Pumps. EXTENSION SET. LIGHT RESISTANT. 
LOW SORBING (PE/PVC) 



G30653V Alaris™ Products. Alaris™ CC Syringe Pump, Asena™ CC Syringe Pump, IVAC™ P7000 Pumps. EXTENSION SET. LIGHT RESISTANT. 



Infusion Sets for Alaris™ GP Volumetric Pump 



60593 Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. 15 µm FILTER. 



60643 Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. LIGHT RESISTANT. 15 µm FILTER. 



60693 Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. 15 µm FILTER. 



60793 Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. 15 µm FILTER. 



60894 Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. TRANSFUSION/BLOOD SET. 200 µm FILTER. 



60895 Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. TRANSFUSION/BLOOD SET. 200 µm FILTER. 



60903 Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. 15 µm FILTER. 



60980 Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. TRANSFUSION/BLOOD SET. 2 SPIKE. 200 µm FILTER. 



60093E 
Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. 15 µm 
FILTER. 



60123E 
Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. 1.2 µm 
FILTER. 



60173E Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. NO FILTER. 



60393E 
Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. TRANSFUSION / BLOOD 
SET. 200 µm FILTER. 



60693E 
Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. 15 µm 
FILTER. 



60793E 
Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. 15 µm 
FILTER. 



60950E 
Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. MULTI-INFUSION SET. 
ONCOLOGY. VENTED. 15 µm FILTER. 



60951E 
Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. MULTI-INFUSION SET. 
ONCOLOGY. VENTED. 15 µm FILTER. 



60952E 
Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. MULTI-INFUSION SET. 
ONCOLOGY. LIGHT RESISTANT. VENTED. 15 µm FILTER. 



60953V Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. LOW SORBING. 15 µm FILTER. 



63200NYB Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. INFUSION SET. NO FILTER. 



63401EB Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. NO FILTER. 



63402BE Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. NO FILTER. 



63420EB Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. NO FILTER. 



63423BE Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. NO FILTER. 



63477EB 
Alaris™ Products. Alaris™ GP Volumetric Pump. Alaris™ Safety Clamp. SmartSite™ Needle-free System. TRANSFUSION/BLOOD 
SET. 2 SPIKE. 200 µm FILTER. 



Infusion Sets for Alaris™ GW Volumetric Pump 



273-001V 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  INFUSION 
SET. ANTI-SIPHON VALVE. 15 µm FILTER. 



273-002V 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  INFUSION 
SET. ANTI-SIPHON VALVE. 15 µm FILTER. 
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273-003V 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  INFUSION 
SET. ANTI-SIPHON VALVE. 15 µm FILTER. 



273-007V 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  
TRANSFUSION/BLOOD SET. 200 µm FILTER. 



273-008EV 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free Valve. Alaris™ GW 800 
Volumetric Pump.  TRANSFUSION/BLOOD SET. 200 µm FILTER. 



273-009V 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  INFUSION 
SET. ANTI-SIPHON VALVE. 1.2µm FILTER. 



273-022V 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  INFUSION 
SET. ANTI-SIPHON VALVE. 0.2µm FILTER. 



273-043V 
 Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  INFUSION 
SET. LIGHT RESISTANT. ANTI-SIPHON VALVE. 15 µm FILTER. 



273-053V 
 Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  INFUSION 
SET. LOW SORBING. ANTI-SIPHON VALVE. 15 µm FILTER. 



273-080EV 
 Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  INFUSION 
SET. LOW SORBING. ANTI-SIPHON VALVE. 15 µm FILTER. 



273-103EV 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800 
Volumetric Pump.  BURETTE SET. ANTI-SIPHON VALVE. NO FILTER. 



273-303EV 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800 
Volumetric Pump.  BURETTE SET. ANTI-SIPHON VALVE. NO FILTER. 



273-304V 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  INFUSION 
SET. 15 µm FILTER. 



273-950EB 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800 
Volumetric Pump.  MULTI-INFUSION SET. ONCOLOGY. VENTED. 15 µm FILTER. 



273-951EB 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800 
Volumetric Pump.  MULTI-INFUSION SET. ONCOLOGY. VENTED. 15 µm FILTER. 



273-952EB 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800 
Volumetric Pump.  MULTI-INFUSION SET. ONCOLOGY. LOW SORBING (TPU/EVA). LIGHT RESISTANT. VENTED. 15 µm FILTER. 



273-954EB 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. SmartSite™ Needle-free System. Alaris™ GW 800 
Volumetric Pump.  MULTI-INFUSION SET. ONCOLOGY. LOW SORBING (TPU/EVA). LIGHT RESISTANT. VENTED. 15 µm FILTER. 



273-004V 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  INFUSION 
SET. 15 µm FILTER. 



273-005V 
Alaris™ Products. Alaris™ GW Volumetric Pump. Asena™ GW Volumetric Pump. Alaris™ GW 800 Volumetric Pump.  INFUSION 
SET. NO FILTER. 



0000TG00074 GW Calibration tubing 



Infusion Sets for Alaris™ VP Volumetric Pump 



70096 Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. INFUSION SET. LOW PRIMING VOLUME. 15 µm FILTER. 



70593 Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. INFUSION SET. 15 µm FILTER. 



70641 
Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. INFUSION SET. LOW PRIMING VOLUME. LIGHT RESISTANT. 
15 µm FILTER. 



70643 Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. INFUSION SET. LIGHT RESISTANT. 15 µm FILTER. 



70895 Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. TRANSFUSION/BLOOD SET. 200 µm FILTER. 



70896 Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. TRANSFUSION/BLOOD SET. 2 SPIKE. 200 µm FILTER. 



70953 Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. INFUSION SET. LOW SORBING. 15 µm FILTER. 



70033V Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. INFUSION SET. LOW SORBING. 0.2 µm FILTER. 



70093E 
Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. 15 µm 
FILTER. 



70103E 
Burette Set.  No Filter.  Alaris™ VP Volumetric Pump. Alaris™ Safety Clamp.  SmartSite™ Needle-free System. Alaris™ Products. 
Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. SmartSite™ Needle-free System. BURETTE SET. NO FILTER. 



70123E 
Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. LIGHT 
RESISTANT. 1.2 µm FILTER. 



70125E 
Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. 
UNVENTED. 1.2 µm FILTER. 



70693E 
Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. 15 µm 
FILTER. 



70793E Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. SmartSite™ Needle-free System. INFUSION SET. NO FILTER. 
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70950E 
Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. SmartSite™ Needle-free System. MULTI-INFUSION SET. 
ONCOLOGY. VENTED. 15 µm FILTER. 



70951E 
Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. SmartSite™ Needle-free System. MULTI-INFUSION SET. 
ONCOLOGY. VENTED. 15 µm FILTER. 



70952E 
Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. SmartSite™ Needle-free System. MULTI-INFUSION SET. 
ONCOLOGY. LIGHT RESISTANT. VENTED. 15 µm FILTER. 



70954E 
Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. SmartSite™ Needle-free System. MULTI-INFUSION SET. 
ONCOLOGY. LIGHT RESISTANT. VENTED. 15 µm FILTER. 



70955E 
Alaris™ Products. Alaris™ VP Volumetric Pump.  Alaris™ Safety Clamp. SmartSite™ Needle-free System. MULTI-INFUSION SET. 
ONCOLOGY. 2 SPIKE. VENTED. 15 µm FILTER. 



Infusion Sets for Alaris™ SE Volumetric Pump 



71980B Alaris™ SE Pump. Transfusion/Blood Set.200 µm Filter. 



72001EB Alaris™ SE Pump. SmartSite™ Needle-free System. Infusion Set. 15 µm Filter. 



72013EB Alaris™ SE Pump. SmartSite™ Needle-free System. Infusion Set. No Filter. 



72024EB Alaris™ SE Pump. SmartSite™ Needle-free System. Infusion Set. 15 µm Filter. 



72304B Alaris™ SE Pump. Infusion Set. 15 µm Filter. 



72504EB Alaris™ SE Pump. SmartSite™ Needle-free System. Infusion Set. 15 µm Filter. 



72643EB Alaris™ SE Pump. SmartSite™ Needle-free System. Infusion Set. Light Resistant. 15 µm Filter. 



72953B Alaris™ SE Pump. Infusion Set. Low Sorbing. 15 µm Filter. 



MFX72950EB Multi-infusion set. Oncology. Vented. 15 µm Filter. 



MFX72951EB Multi-infusion set. Oncology. Vented. 15 µm Filter. 



MFX72952EB Multi-infusion set. Oncology. Low Sorbing (TPU/EVA). Light Resistant. Vented. 15 µm Filter. 



MFX72954EB Multi-infusion set. Oncology. Low Sorbing (TPU/EVA). Light Resistant. Vented. 15 µm Filter. 



Infusion Sets for Alaris™  IVAC™ 590 Pump Volumetric Pump 



G59073 Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. INFUSION SET. 15 µm FILTER. 



G59123E Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. SmartSite™ Needle-free System. INFUSION SET. 1.2 µm FILTER. 



G59173E Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. SmartSite™ needle-free system. INFUSION SET. NO FILTER. 



G59293E Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. INFUSION SET. 15 µm FILTER. 



G59593F 
Alaris™ Products. Alaris™ GP Volumetric Pump. IVAC™ 590 Series Volumetric Pumps. Alaris™ Safety Clamp. INFUSION SET. 15 µm 
FILTER. 



G59693FE 
Alaris™ Products. Alaris™ GP Volumetric Pump. IVAC™ 590 Series Volumetric Pumps. Alaris™ Safety Clamp. SmartSite™ Needle-
free System. INFUSION SET. 15 µm FILTER. 



G59793 Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. INFUSION SET. 15 µm FILTER. 



G59793E Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. SmartSite™ Needle-free System. INFUSION SET. 15 µm FILTER. 



G59953V Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. INFUSION SET. LOW SORBING. 15 µm FILTER. 



G59593 Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. INFUSION SET. 15 µm FILTER. 



G59643 Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. INFUSION SET. LIGHT RESISTANT. 15 µm FILTER. 



G59693 Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. INFUSION SET. 15 µm FILTER. 



G59693E Alaris™ Products. IVAC™ 590 Series Volumetric Pumps. SmartSite™ Needle-free System. INFUSION SET. 15 µm FILTER. 
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Appendix 2: Gravity IV sets & connectors 
All product listed in Appendix 2, manufactured by BD Switzerland Sàrl, Terre Bonne Park – A4, Route de Crassier 17, Eysins, Switzerland 
unless otherwise indicated 
Product 



Catalogue 
(REFs)  



Product Name 



Needle-free connectors stand-alone 



2000E7D SmartSite™ Needle-Free Valve  



ARD Sets 



388000 BD Gravity IV Set with Anti-Run Dry (ARD) technology and Auto Prime. Infusion Set. Vented. 



388002 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime.  SmartSite™ Needle-free System. Infusion Set. Vented. 



388004 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime.  Micro Infusion Set. Vented. 



388006 
BD Gravity IV set with Anti-Run Dry (ARD) Technology and AutoPrime.  SmartSite™ Needle-free System. Micro Infusion Set. 
Vented. 



388010 
BD Gravity Burette Set with Anti-Run Dry (ARD) Technology and Auto Prime.  SmartSite™ Needle-free System.  150ml Micro 
Burette Set. 



388013 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime.  SmartSite™ Needle-free System.  Infusion Set.  Vented.   



388015 
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime.  SmartSite™ Needle-free System.  Flow Controller. 
Infusion Set. Vented.  



388017 
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime.  SmartSite™ Needle-free System. Flow Controller. 
Infusion Set. Vented.  0.2µm Filter.  



388018 
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime.  SmartSite™ Needle-free System. Flow Controller. 
Infusion Set. Vented.  1.2µm Filter. 



388019 
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime.  SmartSite™ Needle-free System. Flow Controller. 
Infusion Set.  Vented. 



388020 
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime.  SmartSite™ Needle-free System.  Infusion Set.  Vented.  
0.2µm Filter. 



388021 
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and Auto Prime.  SmartSite™ Needle-free System.  Infusion Set.  Vented.  
1.2µm Filter. 



388050 
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. Back Check Valve.  Infusion Set. Vented. Back Check 
Valve. 



388051 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. BACK CHECK VALVE – SMARTSITE™ NEEDLE-FREE SYSTEM.  



388053 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. INFUSION SET. VENTED. Gravity flow only. 



388125 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. INFUSION SET. VENTED. Gravity flow only. 



388126 BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. BACK CHECK VALVE – SMARTSITE™ NEEDLE-FREE SYSTEM.  



388136 
BD Gravity IV Set with Anti-Run Dry (ARD) Technology and AutoPrime. 3WAY STOPCOCK. INFUSION SET. VENTED. Gravity flow 
only. 



R87 Sets – Gravity/Pressure Rated Sets Legal Manufacturer: Becton Dickinson Infusion Therapy AB, Florettgatan 29C PO Box 631, 
Helsingborg, Sweden. 



396350 R87P  Luer-Lock IG-P  



396351 R87P  Luer-Lock IG-P  



396353 R87 RLS Luer-Lock IG-P  



396354 R87P  Luer-Lock IG-P  



396357 R87 RLS Luer-Lock IG-P  



396361 R87 G Precision Luer-Lock IG-G  



396363 R87 V Luer-Lock IG-P  



396368 R87 V Luer-Lock IG-P  



396370 R87 G Precision Luer-Lock IG-G  



396373 R87 V Luer-Lock IG-P  



396377 R87 V Luer-Lock IG-P  



396392 R87 G Precision Luer-Lock IG-G  



Gravity infusion sets 



02008366189 Alaris™ Products. INFUSION SET. LOW SORBING. UNVENTED. 15 µm FILTER. 



02008374189 Infusion set unvented. 15µm Filter 
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02008382189 Alaris™ Products. INFUSION SET. UNVENTED. NO FILTER. 



03500100208 Alaris™ Products. INFUSION SET. VENTED. 15 µm FILTER. 



MFX2309EV SmartSite™ Needle-free System. MULTI-INFUSION SET. ONCOLOGY. VENTED. 15 µm FILTER. 



MFX2310EV 
SmartSite™ Needle-free System. MULTI-INFUSION SET. ONCOLOGY. LIGHT RESISTANT. LOW SORBING (TPU/EVA) VENTED. 15 µm 
FILTER. 



MFX2311EV SmartSite™ Needle-free System. MULTI-INFUSION SET. ONCOLOGY. VENTED. 0.2 µm FILTER. 



03500304407 Alaris Products, Infusion Sets 15 µm Filter 



03501410184 Universal Infusions set fur Druckinfusion 



03508105208 Alaris™ Products. INFUSION SET. VENTED. 15 µm FILTER. 



03508117442 Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15µm FILTER. 



03508239442 Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15µm FILTER. 



03508239448 Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15µm FILTER. 



03508240442 Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15µm FILTER. 



03508241442 Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15µm FILTER. 



03508242442 Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. VENTED. 15µm FILTER. 



03508317319 Alaris™ Products. INFUSION SET. LOW SORBING. VENTED. 0.2 µm FILTER. 



03508318429 Alaris™ Products. INFUSION SET. VENTED. 15 µm FILTER. 



03508364318 Alaris™ Products. INFUSION SET. LOW SORBING. VENTED. 15 µm FILTER. 



03508370319 Alaris™ Products. INFUSION SET. LOW SORBING. VENTED. 0.2 µm FILTER. 



03508411318 Alaris™ Products. INFUSION SET. LIGHT RESISTANT. LOW SORBING. VENTED. 15 µm FILTER. 



03508422208 Infusion set, Light resistant. Vented. 15 µm Filter 



03508367318 Alaris™ Products. INFUSION SET. LOW SORBING. VENTED. 15 µm FILTER. 



Gravity blood sets 



12310100356 Transfusion/Blood Set. Unvented. 200 µm Filter. 



12310100403 Transfusion set 200µm 



12310105356 Transfusion/Blood Set. Unvented. 200 µm Filter. 



12318381356 Transfusion/Blood Set. Unvented. 200 µm Filter. 



12360100357 Transfusion/Blood Set. Vented. 200 µm Filter. 



Secondary Sets 



MFX2300EV 
Alaris™ Products. SmartSite™ Needle-free System. SECONDARY SET. ONCOLOGY. LOW SORBING (TPU/EVA) LIGHT RESISTANT. 
VENTED. BACK CHECK VALVE. 



MFX2301EV Alaris™ Products. SmartSite™ Needle-free System. SECONDARY SET. ONCOLOGY. VENTED. BACK CHECK VALVE. 



MFX2302EV Alaris™ Products. SmartSite™ Needle-free System. SECONDARY SET. ONCOLOGY. VENTED. BACK CHECK VALVE. 0.2 µm FILTER. 



MFX2303EV 
Alaris™ Products. SmartSite™ Needle-free System. SECONDARY SET. ONCOLOGY. LOW SORBING (TPU/EVA). LIGHT RESISTANT. 
VENTED. BACK CHECK VALVE. FLOW CONTROLLER.  



MFX2304EV Alaris™ Products. SmartSite™ Needle-free System. SECONDARY SET. ONCOLOGY. MALE TO MALE. BACK CHECK VALVE. 



04108362X10 Multi-way Connecting Set. 



72946NE Secondary Set. Oncology. Vented. Light Resistant. 



72946NEX10 Secondary Set. Oncology. Vented. Light Resistant. 



72947NE Secondary Set. Oncology. Unvented. Light Resistant. Back Check Valve.  



72948NE Secondary Set. Oncology. Unvented. Back Check Valve. 



72949NE Secondary Set. Oncology. Unvented. Back Check Valve. 



72950NE Secondary Set. Oncology. Unvented. Light Resistant. Back Check Valve.  



72951NE Secondary Set. Oncology. Unvented. Back Check Valve.  



72951NEX10 Secondary Set. Oncology. Unvented. Back Check Valve.  



72961NE Secondary Set.  Oncology. Vented. Back Check Valve. 



72978NE Secondary Set. Oncology. Vented. 0.2 µm Filter.  



72979NE Secondary Set. Oncology. Vented. 0.2 µm Filter.  



72981NE Secondary Set.  Oncology. Vented. Back Check Valve.  



72987NE Secondary Set. Oncology. Light Resistant. Vented. Back Check Valve.  



72988NE Secondary Set. Oncology. Vented. Back Check Valve. 0.2 µm Filter. 



Secondary Sets: Legal Manufacturer: Becton Dickinson and Company Limited, Pottery Road, Co. Dublin, Dun Laoghaire, Ireland 
515302 SECONDARY SET (C61)  
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Flow controller sets 



03508060270 Alaris™ Products. INFUSION SET. FLOW CONTROLLER. VENTED. 15µm FILTER. 



03508067270 Alaris™ Products. INFUSION SET. FLOW CONTROLLER. VENTED. 15µm FILTER. 



03508068307 Alaris™ Products. INFUSION SET. LOW SORBING. VENTED. 15µm FILTER. 



03508073270 Alaris™ Products. INFUSION SET. LOW SORBING. FLOW CONTROLLER. VENTED. 15µm FILTER. 



03508077270 Alaris™ Products. INFUSION SET. FLOW CONTROLLER. VENTED. 15µm FILTER. 



03508078270 Alaris™ Products. INFUSION SET. FLOW CONTROLLER. VENTED. 15µm FILTER. 



03508079270 Alaris™ Products. INFUSION SET. FLOW CONTROLLER. VENTED. 15µm FILTER. 



03508080404 Alaris™ Products. SmartSite™ Needle-free System. MULTI-INFUSION SET. FLOW CONTROLLER. VENTED. 15 µm FILTER. 



03508083440 Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. FLOW CONTROLLER. VENTED. 15 µm FILTER. 



03508084440 Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. FLOW CONTROLLER. VENTED. 15 µm FILTER. 



03508085440 Alaris™ Products. SmartSite™ Needle-free System. INFUSION SET. FLOW CONTROLLER. VENTED. 15 µm FILTER. 



04108060270 Alaris™ Products. EXTENSION SET. FLOW CONTROLLER. 



04108064270 Alaris™ Products. EXTENSION SET. FLOW CONTROLLER. 



04108073270 Alaris™ Products. EXTENSION SET. FLOW CONTROLLER. 



04108074270 Alaris™ Products. EXTENSION SET. FLOW CONTROLLER. 



04108078411 Alaris™ Products. SmartSite™ Needle-free System. EXTENSION SET. FLOW CONTROLLER. 



Accessories and add-ons 



2305E Multi-way Connecting Set 



2306E Multi-way Connecting Set 



04108341419 Multi-way Connecting Set. 



04108362418 Multi-way Connecting Set. 



MFX2250EV Alaris™ Products. SmartSite™ Needle-free System. BAG ACCESS DEVICE. VENTED. 



04302243317 BD CHECK VALVE 



04302260452 Anti-siphon valve 



397015 FloPro 



04000380192 Alaris™ Products. TRANSFER DEVICE 



04002040071 Alaris Products Transfer Device 



04302434353 Protection cap for female luer lock 



04302398353 Injection site cap 



TIVA Sets 



500-002V Alaris™ Products. TIVA 2 WAY SET. ANTI-SIPHON VALVE. BACK CHECK VALVE. 



500-003V Alaris™ Products. TIVA 3 WAY SET. ANTI-SIPHON VALVES. BACK CHECK VALVE. 



500-012V Alaris™ Products. TIVA 2 WAY EXTENSION SET. ANTI-SIPHON VALVE. BACK CHECK VALVE. 



500-013V Alaris™ Products. TIVA 3 WAY EXTENSION SET. ANTI-SIPHON VALVES. BACK CHECK VALVE. 



Administration & Catheter Extension Sets 



G40020B Alaris™ Products. EXTENSION SET  



G40320V Alaris™ Products. EXTENSION SET. LIGHT RESISTANT. 



500-021EV Alaris™ Products. SmartSite™ Needle-free System. 2 WAY EXTENSION SET WITH CLAMPS  



500-031EV Alaris™ Products. SmartSite™ Needle-free System. 3 WAY EXTENSION SET WITH CLAMPS 



MFX2203EV Extension Set. Back Check Valve. 



MFX2280EV Extension Set. 3-Way Stopcock  



MFX2283EV Extension Set. 3-Way Stopcock  



MFX2284EV Extension Set. 3-Way Stopcock  



04301433200 Alaris Products™. 4-WAY STOPCOCK 



04301462200 Alaris Products™. 4-WAY STOPCOCK 



04301463200 Alaris Products™. 4-WAY STOPCOCK 



04103215162 Extension Set  



04103220162 Extension Set  



04100002162 Alaris Products Extension set 



04100006162 Extension Set  



04100008162 Extension Set  



04100010162 Extension Set  
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04100015162 Extension Set  



04100020162 Extension Set 



04100135162 Alaris™ Products. EXTENSION SET. Gravity flow only. 



04100146162 Alaris™ Products. EXTENSION SET. Gravity flow only. 



04100215162 Extension Set  



04100401162 Extension Set. 4-way Stopcock.  



04100403162 Extension Set. 4-way Stopcock.  



04100405162 Extension Set. 4-way Stopcock.  



04100410162 Extension Set. 4-way Stopcock.  



04100415162 Extension Set. 4-way Stopcock.  
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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 
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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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