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Executive Summary

Medical Devices is a statutory responsibility for the organisation to have systems in place to minimise the risks associated with the acquisition and use of medical devices in accordance with the guidance issued by the Medicines and Healthcare Products Regulatory Authority (MHRA).  
Introduction
Medical Devices covers a wide and varied range of equipment that is used by our clinical staff and patients.  Brent Community Services (BCS) is responsible for ensuring the safe and correct use of all such devices in the delivery of its services. The needs and requirements regarding this vary greatly depending upon the medical device in question. For example, the maintenance of some devices can and should done on a regular basis by the staff that use them in the procedures for usage and checking; however, some, such as Automatic External Defibrillators (AEDs), require specialist servicing on a regular, usually yearly, basis.  

The Annual Report provides a full review of the management of Medical Devices from 1 April 2009 to 31 March 2010, the challenges faced and the achievements made in the aim to improve the standard of medical devices management

Care Quality Commission (CQC) Compliance
Medical Devices did not achieve compliance with the Care Quality Commission following an external assessment that took place on the 15th July 2009 and had been non-compliant since 2005.  Although significant improvement had been made with the implementation of a Medical Devices Policy and the reinstatement of the Committee functions, the CQC concluded that there was inadequate assurance to demonstrate the management of a robust equipment asset register, maintenance and repair contracts and a clear training programme for staff and end users.
In November 2009, although the improvements were recognised in the process of submitting an in-year declaration to the CQC relating to Standards for Better Health, BCS declared insufficient assurance regarding medical devices.  
.

Under the lead of the Deputy Director of Clinical and Nursing Standards, with support from the Interim Head of Governance, an action plan was put into place to enhance the management of Medical Devices.

The immediate actions implemented were to:

· Review and update the register of all medical devices to ensure that it is comprehensive, contemporary and accurate. 

· Identify areas where gaps exist for maintenance and service contracts

· Ensure high risk equipment e.g. defibrillators, hoists and beds comply with safety standards

· Review staff training by conducting an audit

· Training for end users

· Conduct a review of the Medical Devices Policy

· Ensure clinical policies comply with Litmus testing

Progress to Date
The action plan provided the regular monitoring mechanism for completion of the work required with reports on progress provided to the appropriate committees.
· Equipment Asset Register
90% of sites until the 31st March 2010 had been visited to collate information regarding assets.  BCS have now formed a full asset register however, from the assessments undertaken, it was clear that staff are either uncertain, or there is no formal documentation to substantiate service or maintenance contracts are in place, particularly for equipment purchased several years ago.   Costs for contracts will be supplied during the assessment process for the servicing/maintenance of equipment.

· Servicing and Maintenance of Equipment
The results of the assessment for maintenance clearly showed gaps in service/maintenance contracts for specific equipment ranging from couches to Dopplers and weighing scales.  Further work is required for Defibrillators to ensure the models in situ are fit for purpose and a formal record of equipment check recorded to ensure patient safety. The Community Pharmacy Service replenishes equipment such as oxygen and anaphylaxis but the actual Defibrillator device is not routinely maintained by this department.
It was established that contracts for high risk items like hoists, beds and plinths in in-patient wards are either being considered for renewal or have recently been renewed. Risks have been identified by way of the time lapse of these contracts that are due to expire and the implementation of renewal.  In some areas, contracts with new contractors will be sought.  

It was proposed that one suitable maintenance supplier cover all medical devices, to assure our compliance with CQC and patient safety. This will further aid in cost savings as it is envisaged that one supplier will cover all medical devices.
An options appraisal was undertaken in March 2010 and was narrowed down to three suppliers who were shortlisted.  The companies were contacted and costs were requested.  This work is ongoing and will undergo a tender process.
· Training
The training needs are dependent upon the device itself and the staff using it. It is reasonable to expect that clinical staff receive training in the use of medical devices that are specific to their role as part of their professional training. However, it is essential that the organisation can clearly demonstrate how it is assured that these knowledge and skills remain safe and contemporary, particularly as new and/or different medical devices are introduced to an area. 

The training audit conducted between January and March 2009 will be repeated in 2010 – 2011 to present a clear indication of whether staff are continuing to receive training either locally or externally.  

The Learning and Development Team have considered, and will be implementing a wider range of e-learning and medical devices has been identified as an area that would benefit from this learning style.  This is expected to be rolled out to staff by September 2010.

· End User Training
At the time of the CQC assessment, good practice was identified in specific services on how training is provided to end users and formally recorded.  This will need to be extended to all services that provide equipment to service users in their home or any other setting.  

· Medical Devices Policy
The policy ratified by the NHS Brent Trust Board in November 2008 demonstrates good practice guidance.  Some areas within the policy were slightly modified to become more user friendly for implementation in services.  Modifications were made to reflect the changes in purchasing equipment and the introduction of the SBS (Shared Business Services) procurement system.  The revised policy was approved by the BCS Committee for assessment by the National Health Litigation Authority (NHSLA) as part of the criteria to achieve Level 1 status and was approved as meeting the statutory requirements for achievement in March 2010.  

· Nursing Policies
In line with the MHRA requirements, the Clinical Advisory and Effectiveness Group (CAEG) has reviewed all nursing policies and has ensured, where appropriate, reference to Litmus testing is included.

With the developments made in the action plan and the provision of regular reports for assurance to the CQC, BCS declared Medical Devices as compliant on the 1st April 2010.  
The Care Quality Commission Core Standards ceased on the 31st March 2009 and has been replaced with the Care Quality Commission Registration Regulations for provider services only.  BCS achieved full registration status on the 1st April 2010 and Medical Devices will continue to be monitored under Regulation 16, Outcome 11 Safety, Availability and Suitability of Equipment (Where equipment is used, it is safe, available, comfortable and suitable for people’s needs). 
Future Priorities 2010-2011
To implement a contract for servicing/maintenance that covers all aspects of medical devices.

To ensure end user training is disseminated across all service areas

To continue to work with the Learning and Development team to provide a training tool to meet the needs of all staff

Conclusion
The Board is asked to acknowledge the progress made and the continuing work that will be undertaken in the coming year to maintain the CQC status achieved and to provide assurance of patient safety and quality of service delivery for the users.

Shirley Parker

Acting Head of Governance
June 2010
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