THE LEEDS TEACHING HOSPITALS NHS TRUST

MEDICAL EQUIPMENT MANAGEMENT POLICY

1. 
INTRODUCTION
	The Trust recognises it has a responsibility for medical equipment used within the Trust or supplied by the Trust.  This includes equipment funded by other organisations but used on patients for whom the Trust has a duty of care.  This policy applies to all such equipment.

This policy has been developed to ensure that medical equipment is acquired, stored, deployed, maintained and decommissioned in such a way that the risks inherent in its use are minimised and that its ownership represents good value for the Trust.
It aims to ensure that whenever an item of medical equipment is used, it is:

· suitable for its intended purpose

· properly understood by appropriately trained users
· maintained in a safe and reliable condition.

This policy should be read in conjunction with the Health and Safety, Incident Reporting and Investigation, Risk Management and Capital Equipment Procurement policies.


2.
BACKGROUND 

	The management arrangements set out in this policy are guided by the requirements of Standards for Better Health based on details within the Controls Assurance standard and based on the recommendations of the following official publications:

· Medical Devices and Equipment Management for Hospital and Community-based organisations. (Medical Devices Agency Device Bulletin: DB98/01, 1998)

· Management of Medical Equipment (National Audit Office, 1999)


3.
POLICY STATEMENT

	The delivery of modern hospital services depends heavily on medical equipment, whether for life support, for diagnosis, for patient monitoring, or for the delivery of therapies.  The Trust recognises that the risks associated with the ownership and use of medical equipment can only be controlled by managing the whole life-cycle of the equipment.  This must include:
Identification of clinical need

Evaluation and selection of Equipment

Tendering and purchasing

Training of equipment users1
Provision of appropriate infrastructure and services
Proper storage and disposition of equipment, including equipment libraries

Appropriate prescribing of equipment to patients and End Users2
Repair and maintenance

Safe and legal disposal


	1
Because of the number of staff involved and the variety of equipment used in the Trust, it is not feasible for every member of staff to be trained on every item.  Several main strategies are used to maximise the effectiveness of the training:

· Delivering broad training in “equipment management awareness”, including a strong emphasis on individuals avoiding use of equipment for which they have not been trained.

· Prioritising specific training to the items which present the greatest risk to patients or others.  Appendix A lists equipment types and their risk classifications and explains the rationale for their classification.

· Staff are advised that training updates are available on request and are encouraged to ask for refresher training as necessary.

2
Defined in DB9801 – generally home patients or their carers




4.
POLICY EFFECT
	Roles and Responsibilities

All staff are responsible for ensuring that equipment is used and stored properly and that problems are reported in such a way that the Trust is able to learn from them.  Specific responsibilities are detailed below.

4.1 Chief Executive

The Chief Executive has overall responsibility for the safe and effective use of medical equipment.  In particular this will necessitate:
· Ensuring that the roles defined below are allocated appropriately

· Ensuring that there are regularly updated policies in place for medical equipment management, decontamination and incident reporting, and that these polices are in line with MHRA, NICE and NPSA guidance, and acknowledged best practice.

· Ensuring that there are appropriate distribution and control arrangements for MHRA and other safety alerts and guidance.
4.2 Lead Director – Medical Equipment (DOps Patch 2)
The designated Lead Director of Operations (currently Patch 2) has the delegated authority of the Chief Executive to:

· Develop and implement Medical Equipment Management Policy.
· Report to the Trust board on medical equipment matters

· Ensure that all CMTs nominate Equipment Managers

· Chair the Medical Equipment Advisory Group (MEAG)

· Oversee the M&SE Capital Equipment programme.

4.3 Heads of CMTs

Heads of CMTs are responsible for:

· Ensuring that appropriate staff are nominated as Medical Equipment Managers 

· Ensuring that all staff using equipment are suitably trained.

· Developing an evidence-based CMT equipment replacement programme.

4.4 CMT Business Managers
CMT business managers are responsible for
· The development of the CMT capital programme for medical and scientific equipment

· Ensuring all revenue items of medical and scientific equipment are procured and disposed of in compliance with Trust policies.

· Identifying the revenue costs of equipment ownership when capital or revenue equipment purchase is planned.  This must include identifying costs associated with utility supplies, consumables, user and technical training, and servicing whether in-house or by contract with the supplier.  Except where equipment is a direct replacement for another item, it will always be necessary to identify new revenue funding for its maintenance.
· Ensuring, when planning a clinical development, that adequate mains power sockets are provided.  The use of mains extension leads should be avoided except in exceptional circumstances, when the requirements of SN2002(26) must be met.

· Ensuring, when planning a clinical development, that suitable provision is made for equipment storage and that maintenance space is provided where it is agreed with Medical Physics and Engineering that it is necessary.

4.5 CMT Equipment Managers

Within each Clinical Management Team (CMT), medical and scientific equipment will be managed by one or more Equipment Managers, whose responsibilities are:

· To ensure the safe and effective use of medical equipment by means of a network of Clinical Supervisors

· To work closely with the CMT business manager in the procurement of capital and revenue items of medical and scientific equipment.

· To ensure that equipment users are adequately trained as laid out in the supporting procedures and that training records are lodged with the Device Training Coordinator.  
· To ensure that, before equipment is introduced to the Trust, a risk assessment is carried out to determine the amount and type of user training required.  Guidance on risk classification is given in the supporting procedures, but it is the user CMT’s responsibility to make sure the risk classification is appropriate to the situation in which the equipment is to be used.
· To ensure that devices in clinical use have been procured in accordance with Trust policies and procedures.  Training arrangements MUST be built into all equipment procurement in liaison with the Device Training Coordinator in Medical Physics.

4.6 Clinical Supervisors
Within each CMT there will be a number of Clinical Supervisors.  This role (defined in DB9801) is held by staff such as Senior Sisters, Superintendent Radiographers etc.  They are responsible for the management of the clinical use of medical equipment within their designated area or department, with particular emphasis on the following;

· Safety – to ensure medical equipment is used safely and, when not in clinical use, is stored in a safe condition.  Aspects of safety include biological hazards, electrical and mechanical safety.  Advice from qualified experts in these areas must be sought and followed.

· Safety – to avoid the use of mains extension leads wherever possible, particularly those with multiple socket outlets.  Where their use is absolutely unavoidable, MHRA guidance (MDA SN2002(26) requires that a risk assessment be carried out and their use carefully controlled. Only good quality outlets should be used.  Medical Physics and Engineering will assist with such arrangements
· Security – to ensure that equipment is secure at all times.

· Information – in liaison with Medical Physics and Engineering to ensure the equipment inventory associated with the area is accurate.

· Commissioning – to oversee the commissioning of new equipment. All new equipment must be subject to appropriate acceptance tests and users adequately trained before first clinical use.
· Maintenance – liaise with Medical Physics and Engineering in the planning and oversight of maintenance schedules.

· Contingency planning – to develop appropriate contingency plans in case of equipment failure.

· User training – to ensure that clinical staff have received adequate training in the use and handling of medical equipment and that training records are maintained.

· Record keeping – maintenance of a log book for larger items of equipment and ensuring proper records are kept for other items.

· End-user training - Clinical supervisors must ensure that training for end-users (i.e. patients or carers) enables them to use a device safely and effectively and to perform routine maintenance.  For example, end-users of infusion pumps should be aware of;

· how their device works, including special features such as bolus delivery;

· the risks of siphoning if a syringe is removed from a driver;

· the management of post-occlusion boluses;

4.7 Medical Equipment Advisory group (MEAG)

The Medical Equipment Advisory Group (MEAG) comprises the CMT Equipment Managers, the nominated Director of Operations, representative medical consultants and representatives of Clinical Effectiveness, Pathology Supplies and the Department of Medical Physics and Engineering (MP&E).  Its responsibilities include:

· Advising the Lead Director on the development of Equipment Management Policy

· Formulating, and monitoring the implementation of, procedures in support of the overall objectives of the medical equipment management policy.

· Monitoring the management of medical equipment within the Trust with consideration to clinical effectiveness, safety, efficiency, cost effectiveness and affordability. 

· Developing and monitoring the implementation of purchasing policies for medical equipment which support the objectives of the equipment management policy.

· Establishing and managing the necessary working groups and sub-committees in support of these objectives, including those related to equipment assessment, safety selection,  purchase, standardisation, use of equipment libraries and clinical user training.

· Liaising with the Trust Drug and Therapeutics Committee and other appropriate committees and groups in support of the policy objectives.

· Reporting to the Trust’s Integrated Quality structure through the Clinical Effectiveness and Patient Safety Committee.

4.8 Department of Medical Physics and Engineering
Members of the Department of Medical Physics and Engineering are involved in many aspects of equipment management.  Their particular responsibilities are:

· Collaborating with clinical users and the Supplies department to carry out pre-purchase evaluation of equipment.

· Checking and testing equipment on loan for demonstration or any other purpose, and recording indemnity, service history and other information as required by SN 2002(17).
· Arranging for the safe disposal of equipment according to appropriate Trust procedures. Correct disposal procedures must be followed, whatever the value of the asset, to minimize the risk arising from the Trust’s continuing product liability for discarded assets, and, in collaboration with the Facilities department, that waste disposal legislation is complied with.
· Promoting and participating in clinical user training.
· Reporting incidents involving medical equipment to the MHRA.

· Providing specialist advice on health and safety issues relating to medical equipment, especially for devices using ionising radiation or where electrical safety is concerned.
· Maintaining a database of all equipment and its maintenance.

· Managing and operating medical equipment libraries (Equipment Pools).

4.9 Head of Clinical Engineering
The Head of Clinical Engineering is employed within the Department of Medical Physics and Engineering to manage in-house equipment maintenance services.  In terms of this policy the main responsibilities of the role are:
· To fill the role of Technical Supervisor as defined in DB9801.
· Provide expert advice on equipment management and maintenance issues to MEAG, the Lead Director and the Trust Board.
· Develop and promote an evidence-based risk-aware approach to equipment management.

· To take responsibility for final decisions relating to electrical safety of medical equipment in exceptional or non-straightforward situations where expert guidance is needed.
4.10 Device Training Coordinator

The Device Training Coordinator is part of the Department of Medical Physics and Engineering, and has the following responsibilities:
· Evolving, implementing and evaluating a prioritised strategy to meet the varied training needs of medical devices and equipment users.
· Supporting equipment managers in assessing the risk level of new equipment.
· Maintaining records of medical devices and equipment training.

· Developing, establishing and maintaining links with equipment suppliers and manufacturers in relation to training contracts accompanying procurement.

· Evaluating the quality of company equipment training

· Providing, promoting and co-ordinating medical devices and equipment training.

4.11 Head of Supplies Department

The Supplies department is intimately involved in the management of the equipment life-cycle.  In particular the Head of Supplies has responsibility for:

· Ensuring the Trust does not purchase or hire equipment which does not carry a CE mark indicating compliance with the Medical Devices Directive.
· Co-operating with clinical users and appropriate staff from the Department of Medical Physics and Engineering in the pre-purchase evaluation of equipment.
· Calculating whole-life costings for proposed equipment purchases and negotiating contracts so that equipment variety can be reduced while still delivering best value.

· Arranging commercial and legal aspects of the disposal of equipment according to appropriate Trust procedures.
· Ensuring that User and Technical Training are negotiated as part of any equipment purchasing process.
· Reporting to the MHRA equipment related incidents where consumables are involved.
· Ensuring that all appropriate procedures have been followed before orders are placed for equipment.

4.12 Infection Control
It is the responsibility of Infection Control to:

· Establish appropriate standards and procedures for decontamination of equipment.
· Provide specialist advice on issues relating to infection control and decontamination of equipment.
4.13 All staff prescribing or issuing equipment to End Users
It is the responsibility of all staff prescribing or issuing medical equipment to end users to ensure that:
· The prescription of equipment is by prescribing professionals who should be suitably qualified and experienced staff.

· Those responsible for issuing equipment do not do so without an appropriate prescription from a prescribing professional.
· The patient or carer has received training in how to use the device.

· The training is supported by written guidance.  The manufacturer’s instructions should provide some information but this should be tailored to the needs and understanding of the individual patient or carer.

4.14 All Equipment Users

It is the responsibility of all staff using medical equipment to:
· Ensure that they have received adequate training to ensure the safe and effective use of the equipment.
· Ensure that single-use devices are not re-used and that equipment and devices are not modified.

· Liaise effectively with Medical Physics and Engineering, reporting faults accurately and ensuring information concerning incidents is available to Medical Physics and other maintenance staff.
· Ensure that all equipment in use, whether purchased or loaned, has passed through proper acceptance procedures.

· Report equipment-related incidents using the appropriate Trust procedures, ensuring that the make, model and either the asset number, EMAG / equipment  number or serial number of the item of equipment concerned is noted on the form.
· Clean and decontaminate all equipment as far as practicable before it leaves the ward or clinical department.  When work is to be carried out by the Department of Medical Physics and Engineering the decontamination certificate in the requisition book must be completed.  Where it is suspected that contamination may have penetrated the casing of the equipment, maintenance staff must be informed of this.  Further advice can be obtained from the Infection Control department.
· Arrange for proper procedures to be followed when equipment is decommissioned.
Failure to follow this policy could result in the instigation of disciplinary procedures.




5.
EQUALITY AND DIVERSITY STATEMENT

	The Leeds Teaching Hospitals NHS Trust is committed to ensuring that, as far as is reasonably practicable, the way we provide services to the public and the way we treat our staff reflects their individual needs and does not discriminate against individuals or groups on any grounds.  
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7.
CONSULTATION

	This policy is a revised version of the policy which has been in place since 1999.  The original was widely consulted (see Appendix B).  This version has been drafted in consultation with the Director of Quality and the Risk Management department and circulated to all members of MEAG for approval at their April meeting.
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Appendix A
Medical Devices Risk Classification
Group A devices are life support, key resuscitation and other devices whose failure or misuse would lead to a reasonable probability of serious adverse consequences or death to patients and/or staff.

Group A* - Very High Risk, used by non-specialists

User training programmes must be established for this equipment before it enters clinical use.
· Defibrillators

· Incubators (infant, including transport units)

· Infusion controllers/pumps

· Patient hoists

· Ventilators

Group A+ – Very High Risk, used by specialists

User departments normally have well developed training programmes for these equipment types.  They must, however, ensure that such training is actually delivered and that evidence of training is maintained.
	· Anaesthetic units and vaporisers
	· Heart-lung bypass units

	· Anaesthetic ventilators
	· Intra-aortic balloon pumps

	· Auto transfusion units
	· Lasers – surgical

	· Diagnostic radiological imaging/nuclear medicine systems
	· Diathermy units and other electro-surgical equipment

	· Peritoneal dialysis units
	· Phacoemulsification units

	· Haemodialysis units
	· Radiographic dye injectors


Group A – Other High Risk devices

User departments must assess the need for training programmes for these equipment types in the light of local clinical circumstances.  The risk assessment must be documented and preserved.  Where a training need is identified, they must ensure that such training is actually delivered and that evidence of training is maintained.
	· Apnoea monitors (neonatal)
	· Physiological monitors and monitoring systems

	· Aspirators (emergency and tracheal)
	· Radiant warmers (infant)

	· Foetal monitors
	· Resuscitators (cardiac)

	· Humidifiers (heated)
	· Sterilizers (e.g. steam, EtO)

	· Hypo/hyperthermia units
	· Regulators (tracheal suction)

	· Oximeters (pulse)
	· Tourniquets (pneumonic)

	· O2 monitors and analysers
	· Transcutaneous O2 and Co2 monitors

	· Pacemakers (external)
	


Group B – Medium Risk
Those devices whose misuse, failure or absence would have a significant impact on patient care or would cause temporary adverse health consequences.

Examples:

	Ambulatory ECG recorders and scanners
	Oxygen – air proportioners

	Aspirators (surgical, thoracic and uterine)
	Phonocardiographs

	Blood gas/pH analysers
	Photo therapy units

	Blood pressure units (non-invasive electronic units used in critical monitoring applications)
	Pneumatic antishock trousers

	Blood warmers
	Pressure transducers (all types)

	Capnographs
	Pulmonary function analysers

	Cardiac output units
	Radiant warmers (adult)

	Centrifuges
	Regulators (air, O2, suction [-except tracheal]) 

	Clinical laboratory equipment (all types)
	Scales for critical applications (e.g. haemodialysis and neonatal care)

	Cryosurgical units
	Smoke evacuators (lasers)

	Electrocardiographs
	Special care beds (e.g. flotation, Stryker)

	Electronic thermometers
	Surgical drills and saws (powered)

	Electric beds
	TEC units

	Electroencephalographs
	Temperature monitors

	Electromyographs
	Traction units

	Endoscopes
	Treadmills

	Enteral feed pumps
	Ultrasound imaging units

	Evoked potential units
	Vectorcardigraphs

	Lithotripters
	


Group C – Low Risk
Those devices whose failure or misuse is unlikely to result in serious consequences.

Examples:

	Alternating pressure pads
	Fibreoptic light sources

	Aspirators (low volume)
	Isolated power systems

	Breast pumps
	Paraffin baths

	Cast cutters
	Stimulators (low and high volume physiotherapy units)

	Circulating fluid pumps
	Surgical microscopes

	Diathermy units (physiotherapy)
	Ultrasonic nebulisers

	Duplex receptacles
	Ultrasonic therapy (physical therapy)

	Electronic scales (used for general patient care)
	Whirlpool baths

	Examining lights  (e.g. auroscopes – opthalmascope)
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