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	MEDICAL DEVICES COMMITTEE
TERMS OF REFERENCE


	ACCOUNTABLE TO:

OVERALL AIMS:


	The Medical Devices Committee (MDC) reports for assurance to the Trust Safety Committee

· To provide assurance to the Trust that there are systems in place to meet its responsibility to minimise the risks associated with the safe and effective acquisition and use of medical devices. 

· To ensure that medical devices management in the Trust complies with relevant regulation, legislation and guidance.

· Deliver structure, process, outcome and assurance for aspects of medical devices as defined by MHRA.


	KEY DRIVERS:

	· The Health & Safety at Work Act (1974)

· The Medical Health Care Regulatory Agency;

· Provision and Use of Work Equipment Regulations (1998)

· Lifting Operations and Lifting Equipment Regulations (LOLER 1998)

· Ionising Operations (Medical Exposure) Regulations 2000 (IRMER)

· NHS Litigation Authority Risk Management standards

· Care Quality Commission, Outcome 11, section 20, regulation 16, Health & Social Care Act 2008) 

· Waste Electrical & Electronic Equipment Directive (2006)


	ACCOUNTABILITY & SCHEME OF DELEGATION

The Medical Devices Committee is currently chaired by Dr AF Jones and is directly accountable to the Trust Safety Committee.  
The Medical Devices Committee delegates responsibility for specific aspects of performance to a number of sub-Committees.  These are:

· Point of Care Testing Committee

· Decontamination Committee

· Medical Devices Training Group 
The sub-Committees are directly accountable to the Medical Devices Committee.


	FREQUENCY OF MEETINGS:  Bi-monthly, with a minimum of six meetings annually. Provision is made for extraordinary committee meetings.


	RESPONSIBILITIES
· Promote the safe use of medical devices throughout the Trust, providing assurance for the life cycle of all medical devices which includes procurement, use, maintenance and disposal by the organisation

· Implementation and monitoring of the Trust ‘Management of Medical devices Policy’

· Implementation and monitoring of the Trust ‘Medical Device Procedures Document’;

· Ensuring Medical Device management in the Trust complies with relevant regulation, legislation, standards and guidelines
· Take ownership of medical devices issues and priorities to enable achievement of local and national objectives /standards

· To ensure and monitor the decontamination of medical devices, through the Decontamination Committee

· To ensure and monitor training needs of all staff in the safe use of medical devices; through the Faculty of Education Medical Device Training Group
· To ensure there are procedures in place to monitor the quality and safety of Point of Care Testing equipment used in the Trust through the Point of Care Testing Management Group (sub-committee)

· To define the scope of Point of Care Testing (POCT) provided in the Trust taking into account; the clinical need, its financial implications, technical feasibility and the resources available

It will undertake the following activities:

· Receive, comment and make recommendations on quarterly risk management  reports involving medical devices;

· Provide expert advice and leadership on serious untoward incidents involving medical devices;
· Receive and monitor compliance of  Trust status with CAS alerts;

· Review National guidance and agree  and monitor an annual Medical Devices plan in line with Trust strategy;

· Approval of the Trust Annual Medical Devices Report;

· Develop and monitor performance indicators to ensure medical device activities are effective and progress in a timely manner;

· Provide product selection input for medical device procurement as necessary.
The Medical Devices Committee will oversee and monitor a programme of risk management activities in relation to its specialist responsibilities.  This will include a risk identification, review, management and progress/action monitoring of medical devices use in the Trust.
The Medical Devices Committee will work with the Safety Committee to ensure that the Trust adheres to the Care Quality Commission Outcome 11, Regulation 16,relating to Safety, availability & suitability of equipment which states that:

“People who use services and people who work in or visit the premises:

Are not at risk of harm from unsafe or unsuitable equipment 

Benefit from equipment that is comfortable and meets their needs

Providers who comply with regulations will:

Make sure that equipment:

· is suitable for its purpose

· is available

· is properly maintained

· is used correctly and safely in line with manufacturers’ instructions
· promotes independence

· is comfortable

Follow published Guidance about how to use medical devices safely”.


	REPORTING

The Medical Devices Committee (MDC) will report to the Trust Safety Committee, and will provide a assurance report twice a year to the Trust Safety Committee, or more frequently as requested to do so.
MDC will receive formal bi-monthly reports from the sub-committees, which will each have their own terms of reference documents ratified by the MDC
· Decontamination Committee

· Point of Care Testing Committee
· Medical Devices Training Group
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MDC will produce an annual report of activity including its sub Committees.


	MEMBERSHIP and ADMINISTRATION
Chairperson 

Medical Devices & Decontamination Manager

Director of Procurement
EBME Manager

Health & Safety Manager
Medical representation

Nursing representation

Faculty of Education Medical Devices Training Lead

Point of Care Testing Lead

Renal Services Manager

Head of Estates 
Solihull Community Services Representative

Governance Officer, Medical devices

The Committee is currently managed / administered / serviced by the PA to the Chairperson.
Membership reviewed May 2012

	MINUTES and ACTIONS SHEET
Minutes shall be produced for the transactions of the committee.  The minutes should be concise and should include all decisions made by the committee and at least a concise summary of all discussions, they should refer to the papers as appropriate, the meeting papers will not be summarised / reproduced in the minutes.
An actions sheet in the prescribed format should be circulated within a week of the Committee meeting with the actions agreed upon at the Committee.

	QUORUM
The Committee will be quorate when a minimum of 60% of the membership is present and define who the key individuals (by title) are.  Deputies with full authority count towards the quorum.
Deputies are acceptable.  Deputies must have full delegated authority.  Deputies have to be approved by the Chair before the meeting unless there are exceptional circumstances in which case they may be approved at the meeting.  

Non-members who are not deputies may be invited to attend by the committee or Chair but they may not speak unless invited to and their attendance will be recorded in the minutes.

All papers submitted to the Committee must be presented by a suitable member of the Committee or a speaker invited by the Committee.


	Date of last review: May 2012
Date for next review: April 2015
Updated: Jul 2014  
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