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Purpose :
	 This SOP has been produced for all those who are responsible for the management of single-use and reusable medical devices when the devices are no longer required This is to ensure all medical devices are replaced as/when required and used devices are disposed of in line with waste regulations. Disposal must comply with relevant Health and Safety legislation, European Union Directives and WEEE legislation. Medical devices must always be decontaminated before reuse, relocation, sale, donation or disposal.






[bookmark: _GoBack]Who does the procedure apply to?
 Authorised Staff of diagnostic and therapeutic equipment
 Ward/Department Managers 
When should the procedure be applied? 
· When a medical device requires replacing: it has passed its life expectancy or spare parts are unavailable 
· When a medical device is condemned 
· When a medical device needs to be disposed of
How to carry out this procedure 
Notification 
When a medical device has passed its life expectancy or unavailability of spare parts but is still usable, the contracted engineer will issue the user with a Notification Form.
This is to inform the user that the device will need replacement and if the contracted company is able to replace this device they shall replace it, where the contracted company is not able to replace the devices this shall be raised with the Medical Device Lead.
This device can still be used until the stated date.

Condemnation 
When a medical device is permanently removed from use, servicing engineer will issue the user with a Condemnation Certificate and the user shall forward the certificate to the Medical Device Lead who will arrange for removal. The Condemnation Certificate will be signed by the condemning engineer and countersigned by service manager or Clinical Lead for that service when the device has been physically removed from service. A Condemnation Certificate will be issued for one of the following criteria: 
· worn out beyond economic repair 
· damaged beyond economic repair 
· unreliable through service history 
· clinically or technically obsolete 
· spare parts no longer available when a repair is required 
· unable to be cleaned effectively prior to disinfection and/or sterilisation 
· a device identified in accordance with MPCE local procedure
 Once a Condemnation Certificate has been issued under no circumstances must the device be brought back into service? 
Disposal 
Disposal of medical devices can be arranged through Hilditch Group in line with the guidance of MHRA Managing Medical Devices 2014. The service shall email the medical device lead and inform them about devices to be disposed. They should include the condemnation certificate. Medical device lead shall arrange for the disposal of the condemned devices. For medical devices with patient identifiable information managers should ensure that all patient identifiable data is securely and correctly removed/deleted from the equipment prior to disposal. The Trust has a duty to maintain the security and confidentiality of patient information. 
Devices will be either transferred to a Trust approved auctioneer or waste disposal agent in compliance with all national and legal requirements (WEEE regulations) for safe environmental disposal of the device(s). 
Condemned devices should be disinfected and packed per infection control protocol
Staff should remove all Trust identifiable labels attached to the medical devices before they are removed from Trust premises for disposal or sale through an approved auctioneer. 
What do these terms mean?
 WEEE - Waste Electrical and Electronic Equipment regulations apply to the disposal of medical devices to ensure: 
· Waste arising from these products is minimised and their re-use is promoted 
· The waste products are treated and meet recovery and recycling targets for the waste materials 
Medical device management includes a wide range of activities: 
· Advice and assistance with equipment evaluation prior to purchase 
· Help with Deciding on the model that most fits the user department needs 
· Preparation ready for implementation of the device which includes commissioning the equipment and training the staff how to use it 
· Technical and clinical support of the equipment and staff during its life time 
· Planned end of life replacement correct disposal of the old equipment
 MHRA - Medicines and Healthcare products Regulatory Agency is a government body, which was set up in 2003 to bring together the functions of Medicines Control Agency (MCA) and Medical Devices Agency (MDA). These include the regulation of medicines and medical devices and equipment used in healthcare and the investigation of 
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