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	Actions and Recommendations
	:
	For information

	Previous Discussion/Decision
	:
	Medical devices management is discussed at the Medical Devices Group which reports upwards to the Patient Safety Committee

	Financial Implications
	:
	Improved / compliant medical devices management can lead to:

Better patient care

Reduced length of stay in hospital
Lower maintenance costs

Lower procurement costs

Lowered risk of incidents that involve medical devices (reduced litigation)

Improved compliance with the requirements of the National Health Service Litigation Authority

	Business Implications
	:
	Improved and compliant patient care

Best practice hospitals manage their medical devices under the guidance / recommendations or the requirements of the:

Medicines and Healthcare products Regulatory Agency (MHRA)

National Patient Safety Agency (NPSA)

Standards for Better Health (S4BH)

National Health Service Litigation Authority (NHSLA) 
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	:
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	Risk Implications
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Increased risk of expenses through the NHS LA schemes or litigation costs. 
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Executive Summary
The Annual Report provides assurance of the robustness of systems in place to manage medical devices
Stuart Norris, EBME Manager            Sept 2009
MEDICAL DEVICE MANAGEMENT

(EBME) – ELECTRONIC BIO-MEDICAL ENGINEERING

1.
Introduction

The EBME team at Bedford Hospital NHS Trust has been in place since July 2003. The department’s role is to provide the Trust with a medical device management service. This assures the Trust Board that the medical devices it acquires and uses are:

· suitable for their intended purpose

· properly understood by the professional user

· maintained in a safe and reliable condition

· compliant with relevant safety and quality standards, and statutory requirements

· cost effective

The department has expanded in staff and with regards to the service it provides, both operationally and strategically. The department organisation chart currently stands as follows:













EBME report to Phil Eagles, Head of Estates under Corporate Services.
2.
Quality Management System (QMS) – ISO 9001:2008
The EBME department uses processes governed by recognised ‘Quality Management Systems’, which are audited yearly by the British Standards Institute (BSI). This is recommended by the Medicines and Healthcare products Regulatory Agency (MHRA) and the system has been accredited for over four years.
3. Clinical Engineering Team of the Year Award
In June 2008 the EBME department was successful in receiving the first ‘Clinical Engineering Team of the Year’ national award which was presented by the medical equipment manufacturer Welch Allyn. It was the first award of its kind in the field of Bio-Medical Engineering. This also included a prize of 
 £ 1,000 for the department to spend on training, and a donation of £ 2,000 for the Trust to spend on medical equipment.
4.
Medical Equipment Asset Information (Excl. Pathology and Radiology)
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5.
Maintenance of Medical Equipment
5.1
Planned Preventive Maintenance (PPM)
The following chart shows the average status of Planned Preventive Maintenance, which is analysed monthly.
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5.2
Medical Equipment Maintenance Spends and Savings
Monthly spend:
[image: image4.emf]Medical equipment maintenance Spend Trend 2009-10

-

5,000

10,000

15,000

20,000

25,000

30,000

35,000

40,000

45,000

1 2 3 4 5 6 7 8 9 10 11 12

Months

Spend on 32030

Monthly Budget 09-10

Monthly Expenditure 07-08 

Monthly Expenditure 08-09


Yearly spend comparison – with and without the EBME service provision:
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Yearly savings with the EBME service provision
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The reduction in spend for 2007 / 8 was due to EBME analysing, then cancelling or adjusting the cover of third-party maintenance contracts and taking some of the work ‘in-house’. This project was carried out during the Trust ‘turnaround’ process concentrating in the areas of ventilation and anaesthetic equipment. This has resulted in a recurring saving of £ 85K and offers an improved service with reduced equipment downtimes.

6.
Medical Device Training
The EBME department has a dedicated trainer who is available for two days per week. Various training is carried out including; Trust induction, clinical update and the IV study day.  
% of staff who have received medical device training during 2008/9
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As per the policy ‘Procurement, Deployment, Monitoring and Control of Medical Devices’ the Trust has a system in place to record, monitor and analyse training. The last audit carried out in 2008 showed that we had an average compliance with the policy for training of 73.5%. A new system for recording training is being trialled in ICU which will reduce the paperwork involved. If successful, it will be ‘rolled-out’ to all clinical areas during 2009/10.
7.
Standards for Better Health (S4BH)
Core Standard C4b – safe use of medical devices

This was declared compliant by the Trust in June 2008. A subsequent inspection by the Healthcare Commission (HCC) (now known as the Care Quality Commission (CQC)) reported that the evidence to support this was not adequate, although this standard was published by the HCC as being compliant.
Justification of lapses (HCC report) 

1. The Trust did not produce an annual report to monitor the performance of medical devices management.
2. The Trust did not produce any evidence of training for existing staff, or of audit or monitoring to demonstrate that single use items are not reused.
Corrective action (EBME)
1. This report will be produced at the end of each financial year and presented to the Trust Board for assurance that medical devices are being managed safely and effectively. (as per the MHRA guidance)
2. Evidence of training sessions was produced at the time of the inspection and deemed adequate. Further auditing has been carried out by the Infection Control team and will be available as evidence. 
We have declared ourselves compliant for 2009/10.

8.
National Health Service Litigation Authority (NHS LA)
This has been declared as compliant to a minimum of level one status.

· Standard 2 – Competent and capable workforce / Criterion 7 – Medical devices training 

The organisation has approved documentation, which describes the process for ensuring that all permanent staff are trained to safely use diagnostic and therapeutic equipment appropriate to their role. 

· Standard 3 – Safe environment / Criterion 7 – Maintenance of medical devices and equipment

The organisation has approved documentation, which describes the process for managing the risks associated with the maintenance of reusable medical devices and equipment.
9.
Incidents Involving Medical Devices
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10.
Analysis of Trend (Summary)
	Report topic
	Trend
	Comments

	ISO 9001:2008 Quality Management System
	Positive trend
	The system has matured and continues to improve and develop

	Medical equipment asset
	Stabilised trend
	The asset amount and cost fluctuations are negligible comparing financial years

	Maintenance of medical equipment
	Stabilised trend
	Minor monthly fluctuations. Average of 82% of  medical equipment have maintenance ‘in-date’ declared

	Medical device training
	No significant change in trend to report
	Training remains an issue with regards to attendance to sessions. A new process for recording training is being trialled and policy training will commence shortly

	Standards for Better Health (S4BH) Core standard C4b
	Static trend 
	Declared compliant for reporting year 2009/2010

	National Health Service Litigation Authority (NHS LA) 
	Static trend 
	Compliant for:
Standard 2, Criterion 7

Standard 3, Criterion 7

as a minimum

	Incidents involving medical devices
	Expected trend
	2004/5 – increase in reports due to the embedding of the new EBME service
2005-2008 – reduced trend due to improved maintenance and training??2

2008/9 – increase in reports due to the EBME Manager becoming the (MDLO) Medical Devices Liaison Officer and therefore increasing reports to the MHRA on behalf of the Trust
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