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KEY POINTS OF THIS POLICY 
 

The purpose of this document is to outline a systematic approach to the acquisition, 
deployment, maintenance (preventive maintenance and performance assurance), repair 
and disposal of medical equipment. 
 
To increase staff awareness of the principles and importance of equipment management. 
To ensure that managers and individual members of staff are aware of their responsibilities 
in relation to the use of medical devices. 

 
To ensure that all medical devices are, fit for purpose and maintained in line with all 
manufacturer, national and international regulations, recommendations and guidelines. 

 
All end users understand they are accountable for ensuring that they use medical devices 
safely, undertaking training as required by the Trust, professional and regulatory bodies. 

 
Any equipment provided on loan or as a free issue by a supplier must be discussed with 
Procurement who will check to see if the supplier is registered on the Master Indemnity 
Agreement. This equipment must be delivered to the Medical Equipment department for 
acceptance testing prior to use. 
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1. INTRODUCTION 
 
1.1 The purpose of this policy is to outline the systems and processes that will ensure 

medical equipment used within the clinical settings of the Royal Devon University NHS 
Healthcare Foundation Trust (hereafter referred to as ‘the Trust’) – Northern and 
Eastern sites and across the community can be used safely. Equipment used within 
Imaging, Pathology and Pharmacy Departments have their own service arrangements 
and operational policies as these are specialist units. 

 
1.2 The MHRA bulletin Managing Medical Devices –Guidance for Healthcare and Social 

Organisations, Jan 2021 makes recommendations about the need for effective medical 
equipment management systems to be implemented in all healthcare premises. The 
Trust accepts the recommendations contained within this guidance. 

 
2. PURPOSE 
 
2.1 Health technology, medical devices and equipment are vital for the 

delivery of a range of services covering diagnostics, therapy, monitoring 
and rehabilitation. They must be procured, managed and maintained 
appropriately in order to provide high quality, safe patient care. 
Additionally, they must meet clinical, financial and information governance 
requirements to minimise the risk of adverse incidents/events occurring. 
Failure to manage health technology, medical devices and equipment 
proactively can be a significant risk to organisations and can lead to the 
same types of adverse incidents/events occurring repeatedly. 

 
2.2 Management systems in place must cover product recalls, adverse 

incidents/events and near misses as part of the overall proactive medical 
equipment management strategy required to minimise repeated 
occurrences. 

 
2.3 To ensure equipment is managed effectively, used safely, and provides 

the clinical services with the support and service allowing them to carry 
out their functions appropriately. 

2.4 To ensure that managers and individual members of staff are aware of their 
responsibilities in relation to the use of medical equipment. 

2.5 To ensure that all medical equipment is: 

• suitable for intended purpose 
• maintained in a safe and reliable condition 
• used only by competent staff 
• able to withstand decontamination using Trust cleaning products 
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3. DEFINITIONS 
 
3.1 Medical Equipment - The World Health Organisation (WHO) defines medical 

equipment as medical devices requiring calibration, maintenance, repair, user 
training and decommissioning. This equipment is used for the specific purposes 
as states below. Medical equipment excludes implantable, disposable or single-
use medical devices.  
 

 Any instrument, apparatus, appliance, material or other article, whether used 
alone or in combination, including the software necessary for its proper 
application, intended by the manufacturer to be used in human clinical care for 
the purpose of: 

• diagnosis, prevention, monitoring, treatment or alleviation of disease 

• diagnosis, monitoring, treatment, alleviation of or compensation for an 
injury or handicap 

• investigation, replacement or modification of the anatomy or of a 
physiological process 

• control of conception 
 

3.2 Maintenance, servicing – performing planned routine actions which keep the 
device in working order, or prevent trouble from arising.  For the purposes of this 
Policy, this excludes the everyday good practice that device operators should 
follow to ensure that the device remains in good working order. In this Policy, the 
word maintenance is used to include calibration and repair, unless specifically 
stated. 
 

3.3 Calibration – setting the correctness and magnitude of measurements made by 
a piece of equipment against a device, or reading with the known or assigned 
correctness, called the standard. 
 

3.4 Repair – performing un-planned actions to make good a device, which is no 
longer functioning as it should. 
 

3.5 Single-use – the expression ‘single-use’ means that the medical device is 
intended to be used on an individual patient during a single procedure and then 
discarded. It is not intended to be reprocessed and used on another patient. The 
symbol below is used on medical device packaging indicating ‘do not reuse’ and 
may replace any wording. Some single-use devices are marketed as non-sterile 

 which require processing to make them sterile and ready for use. The 
manufacturer of the device will include appropriate processing instructions to 
make it ready for use. 
 

3.6 Single Patient Use – means that a medical device might be suitable for re-use 
on the same patient. 
 

3.7 Patient Environment 
 The standard BS EN 60601-1: 'Medical electrical equipment - Part 1: General 

requirements for basic safety and essential performance', defines medical 
electrical equipment as a subset of medical devices. It also defines the patient 
environment, in which intentional or unintentional contact may occur between a 
patient and the equipment or with other people who are touching the equipment. 
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4. DUTIES AND RESPONSIBILITIES OF STAFF 

 
4.1 BOARD OF DIRECTORS 
 The Board of Directors has overall responsibility for the management of medical 

devices within the Trust. 

 
4.2 CHIEF NURSING OFFICER 
 The Chief Nursing Officer has delegated responsibility on behalf of the Board of 

Directors. 
 
4.3 CLINICAL NURSE MANAGERS 
 The Clinical Nurse Managers will: - 

• Maintain and upkeep the ward medical equipment inventory in conjunction with MEM. 

• Authorise and be accountable for users of the equipment. 

• Assist and facilitate training needs of all staff across all grades and maintain appropriate 
training records. 

• Assist and facilitate the availability of devices to enable maintenance tasks to be completed. 

• Control the loan and use of medical devices. 

• Follow the correct process for medical equipment coming in to the organisation on a loan/trial 
basis 

 
4.4 INFECTION PREVENTION AND CONTROL (IPC) TEAM 
 The IPC team are responsible for: 
  

• Providing advice prior to the purchase of new equipment to ensure it can be decontaminated 
within the organisation. 

• Providing generic decontamination training as part of induction and infection control updates. 

• For advising on methods and products for cleaning and disinfection of non-invasive patient 
care equipment and the care environment 

 
4.5 THE MEDICAL DEVICES STEERING GROUP 
 The Medical Devices Steering Group will oversee and coordinate the management of 

medical devices. This Group will be broad based and include representatives from 
support services and departments such as Estates, Procurement, Practice 
Education, Clinical Representation, Health & Safety and Point of Care Testing 
(Pathology Services), re-useable devices sterilization departments. 

 
4.6 DIVISIONAL DIRECTORS AND HEADS OF DEPARTMENT 
 Divisional Directors and Heads of Department are responsible for ensuring compliance 

with this policy within their own Divisions and Departments. This includes ensuring that: 
 
• Systems are in place for adherence to this policy. 
• There are adequate measures and resources to enable the provision of training. 

• There are systems in place to ensure that staff are competent to use the 
medical devices. 

• The procurement of medical devices is in accordance with Trust Policies and that 
mechanisms are in place to ensure that MEM is informed of any medical 
equipment purchase when a purchase decision or order placement has been 
made. 

 
4.7 EQUIPMENT USERS 

 All equipment users are accountable for ensuring that they use medical devices 
competently and safely. Equipment users must undertake training as required by the 
Trust, professional and regulatory bodies. End users must not use a medical device 
unless they have been trained and are competent to do so. All staff will use the MEM 
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Check ‘to ensure that any medical device selected is fit for purpose and set up correctly. 
They will also use the MEM Check ‘to ensure that all patient factors including consent, 
privacy and dignity, vulnerability, information provision have been addressed. 

 
 Users must also ensure that all defects and malfunctions are immediately reported to 

the Medical Equipment Management Department, Point of Care Testing Team or 
maintenance provider. The medical device must be withdrawn from service, with an 
accompanying Yellow card fault and decontamination indicator Ref #7. 

 
4.8 CLINICAL ENGINEERING – MANAGEMENT OF MEDICAL EQUIPMENT 

 The Medical Equipment Management, Point of Care Testing and specialised maintenance teams 
must: 

• Undertake maintenance of medical devices 
• Maintain an accurate and current maintenance log 
• Produce reports on medical devices reported as faulty 

• Promote standardization of medical devices 

• Carry out acceptance tests and condemning procedures in 
accordance with MHRA recommendations and 
organizational policy. 

 
 Through the Medical Equipment Library (MEL) library staff will: 
 

• Provide medical devices to pre-defined clinical areas fit for purpose, clean and 
maintained. 

 
4.9 MEDICAL DEVICES TRAINING 
 Medical Devices Training Records for all staff groups will be centrally monitored by MEM 

and or Health & Safety teams. Training compliance and review levels will be reported to 
the Medical Devices Steering Group, Safety and Risk. 

 
4.10 EFFICIENCY 
 It is important that staff are supported to work as efficiently as possible and avoid having 

to search for equipment or finding equipment that is faulty or not properly maintained. 
Having a systematic approach to the management of medical devices and equipment 
such as equipment standardisation, an equipment library approach, equipment physical 
location knowledge/tracking, accessible equipment registers, these time-consuming 
episodes can be minimised.  

   
 Savings can be maximised by systematic forward investment planning, based upon risk-

based needs assessment coupled with aggregated purchasing in line with local and 
national standardisation of equipment through national procurement contracting work 
streams. 

 
4.11 MANAGEMENT OF INFORMATION AND DATA 
 

• Data held concerned with medical equipment asset management: - 

• The Trusts Asset database – maintained and supported by CE which provides 
technical information with regards to maintenance requirements, service history, 
safety notices and end of support information. 

• Financial data to be available for equipment thereby assisting the financial planning 
requirements of individual equipment owners and services, including purchase cost, 
service costs, depreciation and lifetime costs.   

• Reports available to produce Key Performance Indicator (KPI) stats and relevant 
quality performance targets both internally as required by the Trust and externally to 

https://hub.exe.nhs.uk/a-z/medical-equipment-management-mem/medical-equipment-management-mem-documents/?opentab=2
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contract customers.   

• Information around the patient data and connectivity of devices, reported upon 
periodically via the Trusts Cyber Security lead for the Data Protection & Security 
Toolkit (DPST). 

 
5 PROCUREMENT OF EQUIPMENT 
 
5.1 The aim is to ensure that: 

• All medical equipment purchased by the Trust represents best value for money. 
• All costs of purchase are considered, both the initial cost of the product 

and the ongoing costs of maintenance and consumables. 
• All equipment meets relevant safety standards. 

• Any agreed standardisation of particular types or ranges of equipment is complied 
with. 

• The Trust complies with guidance issued by the MHRA in the form of 
Safety Notices, Alerts and Bulletins. 

• Decontamination requirements must be considered before reusable 
medical devices are acquired to ensure they are compatible with the 
decontamination procedures and cleaning products available. 

 
 The purchase of any Point of Care Testing device must comply with the Procurement of 

Point of Care Testing Equipment and Ongoing Quality Assurance. All purchases must be 
approved by the Point of Care Testing Group and budget allocated before procurement. 
This policy applies to all purchases, whatever the source of funding, including charitable and 
research fund purchases. 

 
 The processes to acquire (purchase/loan) any item of medical equipment will follow the 

below prescribed best practice process: - 

• To assist and streamline purchase and to affect a standardisation of medical 
equipment where possible there is a standard equipment list as held by MEM, 
maintained and developed with procurement to support these processes. 

• For equipment below the Capital threshold (£5k Inc. VAT) the purchase will be a 
revenue and internal department purchase route. 

• For capital equipment (over £5k Inc. VAT) the requests are gathered through the 
divisional business manager and requested through the Capital Planning Group 
(CPG) who meet monthly – to support these processes the MEM department assists, 
reviews and collates these for presentation. 

 
 
 To support these processes, see appendix document: - 

1. MEA form – See APPENDIX 2 
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5.2 SPECIFICATION 
5.2.1 Following business case approval (see Capital and Revenue BC guidance Feb 2023) and 

the first stage in the procurement process is to write a specification for the equipment, which 
includes user specific requirements, compatibility, safety and reliability, manuals and 
training, running costs (maintenance, consumables), availability of spare parts, ease of 
decontamination and installation costs. For more detail on factors to consider before 
acquisition refer to MHRA Managing Medical Devices Section 3.3 Factors to Consider 
Before Acquisition and MHRA Managing Medical Devices Section 9  Decontamination. 

 
 The Procurement Department can offer advice and templates to support you in this process. 
 
5.3 PRE ACQUISITION QUESTIONNAIRE (PAQ)  
5.3.1 Incorporating decontamination requirements 
 For electrical and electronic equipment, a PAQ form is requested by the Procurement Department 

to the manufacturer which specifies British and International standards to which equipment must 
comply. All involved departments will undertake a technical assessment of this form and their 
approval is required before a purchase order can be raised. 

 
5.4 COMPLIANCE WITH STANDING FINANCIAL INSTRUCTIONS (SFI) 
5.4.1 All orders/requisitions/quotations/tenders must be raised in line with the Trust’s Standing 

Financial Instruction (SFI). In addition, EU procurement legislation requires purchases 
over the Official Journal of the European Union (OJEU) limit to be competitively tendered 
via (OJEU). 

 
5.5 ACCEPTANCE CHECKS 
5.5.1 When equipment is first delivered, the Medical Equipment Management (MEM) will  perform 

verification and safety checks before any device is released for use.  Checks will be carried 
out as outlined in the MHRA Managing Medical Devices, see section 5.1 

 
5.5.2 Device configuration will be completed during the commissioning process. Trust standard 

configurations are held by MEM and must not be amended without prior agreement with MEM. 
 
5.5.3 Where devices are password or access controlled these must not be shared between users. 

 
6 MEDICAL EQUIPMENT LOANS 
6.1 There are several different routes by which equipment may be loaned to, or between departments 

within the Trust. These include: 

• Equipment loaned by suppliers (see 6.4) 
• Equipment loaned temporarily from another hospital site (see 6.) 
• Loans within departments in the same hospital (see 6.) 

• Equipment owned by another organization but on long term loan to the Trust (see 
6.) 

• Equipment owned by the Trust but loaned for use outside Trust premises. Refer to 
Appendix2 
 

6.2 Wards and Departments loaning equipment to each other should maintain records of these 
loans so that the location of equipment is known. This record should include the Make, 
Model and Asset number of the equipment. The manager of the department receiving 
loaned equipment should ensure that staff are competent to operate the equipment 
competently and safely. 

 
6.3 Wards and Departments loaning equipment to be used outside the Trust must inform MEM 

and maintain records of the devices and the loans so that the location of equipment is 
known and traceability can be maintained. This record should include the Make, Model and 
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Asset number of the equipment. Refer to Appendix2 of MHRA guidance 
 

6.4 Any equipment provided on loan or as a free issue by a supplier must be discussed with 
Procurement who will check to see if the supplier is registered on the Master Indemnity 
Agreement (MIA) Ref #3. If the supplier is not included on the MIA Register then the 
Procurement Department will arrange for the standard indemnity forms to be completed. 
Indemnity forms are required for equipment loaned for any purpose, including equipment on 
trial or replacement for faulty equipment (Service exchange). This avoids liability for loss, 
damage and liability against harm to patients claims, also refer to MHRA Managing 
Medical Devices, see section 2. 

 
6.5 Any equipment provided on loan or free issue must be delivered to MEM for acceptance testing 

prior to use.  Notice of requirement must be given prior to delivery of devices to the Trust. 
Failure to notify MEM in advance of delivery as failure to do so may result in delays 

6.6 With reference to MHRA Managing Medical Devices Jan 2021 Equipment on 
loan from organizations with a quality assurance system for device management 
is likely to be safer and more reliable than from an uncontrolled system. The 
medical device will require a unique local reference number, allocated by MEM 
so that it can be recorded and traced on the local equipment management 
system. Any local reference number must be traceable back through to the 
supplier’s and manufacturer’s records for each device in case of future recalls or 
updates made by the manufacturer. Manufacturer’s instructions must 
accompany any piece of medical equipment on loan. 

6.7 Any equipment that requires sterilization or decontamination should be supplied with 
manufacturer’s instructions for decontamination and the Sterile Services Department 
contacted prior to use.  

 

7 EQUIPMENT INVENTORY 
7.1 An equipment inventory is held within the Medical Equipment Management, a separate inventory 

is held by specialised departments – X-Ray maintenance / Radiotherapy / Respiratory Loan 
equipment / Acute Hospital At Home team (AHAH) / Point of Care Testing devices. These 
database records retain the following information where relevant: 

 

• Make 
• Model 

• Serial Number 

• Site and location 

• Date of purchase 
• Company 
• Maintenance interval (schedule of maintenance) 

• Risk level – as defined by Clinical Engineering 

• Patient data held within 

• Transmission ability – ie networked/WiFi etc. 

• Software within 

• Safety notices 

• Financial data 

• Lifespan 

• Next service date 
• Last service date 
• Ownership 
• Contract Information 

 

http://nhsmia.bipsolutions.com/
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8 PROCESS FOR MAINTENANCE AND REPAIR 
8.1 Maintenance of medical equipment is required to be undertaken as per the relevant 

equipment service schedule. All equipment will be registered on the equipment inventory 
database which  includes the scheduled date for next service due.   

 
8.2 The routine maintenance and monitoring of equipment will be coordinated and managed by 

the MEM team. In the case of point of care testing devices, this will be the Point of Care 
Testing Team (POCT). Equipment maintenance including calibration is the responsibility of 
MEM or the POCT team (where appropriate) or manufacturer service engineers where the 
device is covered by a service contract. 

 
8.3 Staff are responsible for noting when malfunction or damage has occurred, ceasing use of 

the equipment and contacting the appropriate service department e.g. MEM, Estates, Point of 
Care Testing or the appropriate external service agent. 

 
8.4 Equipment for repair should be clearly labelled, using the official yellow Trust fault reporting 

labels identifying the suspected fault (Yellow labels Ref #7) and the equipment must be 
removed from use. 

 
8.5 It is essential that medical equipment is cleaned and, where relevant, decontaminated prior to 

being dispatched for service or repair. Advice may be sought from the Decontamination 
Policy and Procedures, MEM, Medical Equipment Library and POCT team. 

 
9 EDUCATION AND TRAINING  
9.1 Managers are responsible for ensuring that manufacturers’ instructions are available to staff and 

that their staff have the appropriate knowledge and skills to use any medical devices required. As 
part of individual staff development appraisals staff must review medical device competency. Staff 
undertaking appraisal must update the MEDICS database (medical equipment and devices 
information on competency and safety) identify and action any training needs or confirm that 
competency has been maintained. 

 
9.2 All managers need to ensure that each member of staff has completed the self-assessment 

process for medical device competency database ensuring that the data generated is reviewed 
and updated during the appraisal process and at any other time deemed appropriate e.g. 
following training and assessment, after prolonged periods of absence, following any incident. 

  
9.3 Individual members of staff are responsible for ensuring that they have received training and that 

they are confident and competent to use any item of medical equipment. If there is any doubt the 
individual concerned must not use the medical device and should meet with their manager to 
discuss training availability and assessment. 

 
9.4 Where possible wards and departments should aim to standardise the make of equipment used 

so that staff are familiar with and safe in using the equipment. It is the responsibility of the manager 
to ensure that adequate training is provided to all staff who may be potential users when new 
equipment is purchased or loaned.  

 

• Every department will have access to, and maintain, their own training records 
(personnel files and MEDICS). All line managers will have access to the medical 
devices training database for their clinical area which holds individual records and 
provides an area overview. The rationale for this is to recognize excellence and 
ensure that all staff have access to those who can support their development and 
training within their clinical areas. 
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9.5 All line managers, clinical nurse managers and team leaders, and anyone who undertakes staff 
appraisals have a responsibility to regularly review the database to ensure early identification of 
any training or self-assessment issues. 

 
9.6 Staff training strategies to include localized ownership utilizing the following strategies and 

resources 

• Where peer training has been provided the trainee must undergo an assessment 
process and be signed off as competent using MEDICS and the assessment 
documentation located within the new staff handbook. An additional assessment 
document is also available from MEM. 

• Support staff to attend manufacturer led training study sessions for moderate to high 
risk medical devices. 

• Contact the Medical Equipment Management or Point Of Care Testing to request 
training and support or to request manufacturer training. 

• Ensure that staff know where to access information relating to medical devices – 
Intranet and ward-based resource 

• Encourage staff to use DATIX incident reporting system including completion for low or 
no harm incidents/issues, understanding that failure to address minor issues can 
heighten risk for both patients and end users and delay identification of 
design/manufacturer issues. 

10 ADVERSE INCIDENTS AND INCIDENT REPORTING 
10.1 An adverse incident is an event which gives rise to, or has the potential to produce, 

unexpected or unwanted effects involving the safety or wellbeing of patients, users or others. 
Adverse incidents involving medical devices may arise from various causes: 

 
10.2 Any adverse incident relating to the use of medical devices must be reported via the Trust’s 

Incident Report process (Datix), in line with the incident reporting, analysing, investigation 
and learning policy and procedures The device must be removed from service, MEM 
contacted and a ‘Fault label’ attached including the incident ref number (from Datix). 

 
10.3 An adverse incident involving a device must be reported to the MHRA through the Trust’s 

Risk Management Department if the incident has led or could have led to: 
 

• A death 

• A life-threatening event 

• Deterioration in health 

• Temporary or permanent impairment of a body function or body structure 

• Necessity of medical or surgical intervention to prevent permanent impairment or 
damage 

• Unreliable test results leading to inappropriate diagnosis or treatment 
 

10.4 The Trust Risk Manager will act as the Trust’s MHRA l and MDSO liaison officer. The liaison 
officer will ensure that device related adverse incidents are reported to the MHRA. 

 
10.5 It is the responsibility of every member of staff who is aware of an adverse incident involving 

a medical device to report the occurrence. 

• All incidents must be reported in line with the incident reporting, analysing, investigation and 
learning policy and procedures. 

 
▪ Local action must be taken to ensure the safety of patients, users and others. The 

device must be taken out of use and quarantined. The device must be left exactly as it 
was at the time of the incident. Where safe to do so all packaging and consumables 

https://hub.exe.nhs.uk/safety-risk-and-patient-experience/datix/datix-documents/
https://hub.exe.nhs.uk/safety-risk-and-patient-experience/datix/datix-documents/
https://hub.exe.nhs.uk/safety-risk-and-patient-experience/datix/datix-documents/
https://hub.exe.nhs.uk/safety-risk-and-patient-experience/datix/datix-documents/
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must be retained with the device. 
 
▪ The equipment should not be interfered with in any way except for safety reasons or to 

prevent its loss. A record should be made of all readings, residual volumes, settings 
and positions of switches, valves, dials, gauges and indicators, together with any 
photographic evidence and eyewitness reports. In serious cases this record should be 
witnessed and the witness should also make a personal written record. 

 
▪ The MHRA liaison officer or person authorised by the Trust MHRA liaison officer will 

take appropriate action and will quarantine the equipment pending investigation. 
Quarantining of small items may be achieved by the MHRA liaison officer or authorised 
person removing the equipment from the ward or department but larger items will be 
taped off and clearly signed “DO NOT USE”. 

 
▪ Incidents will be reported to the MHRA via the online website www.mhra.gov.uk.by the 

Risk Team. 
 
▪ It is the responsibility of all medical device equipment users to be aware of the 

procedures to be followed in reporting incidents and the isolation and retention of the 
equipment involved. 

 

▪ The MHRA liaison officer will retain and collate copies of reports sent to the MHRA. 

 

▪ The outcomes will be reported to the Trust’s Medical Devices Group. 

 
11. MHRA MEDICAL DEVICE ALERTS, NHS ENGLAND PATIENT SAFETY ALERTS AND 

THE CENTRAL ALERTING SYSTEM (CAS) 
11.1 Safety alerts from the MHRA and NHS England are sent to the Trust electronically via the 

Central Alerting System (CAS). These are then distributed internally throughout the Trust via 
email to relevant individuals for action. The Trust CAS Liaison Officer is responsible for 
ensuring that alerts are dealt with appropriately within given timescales or deadlines and for 
reporting back through CAS in line with the CAS and Disseminating Alerts Policy and 
Procedure. 

 
12. DISPOSALS 
12.1 Managers should consult the Medical Equipment Management about safe disposal of 

obsolete equipment. The Point of Care Testing Team will take responsibility for the disposal 
of point of care testing equipment.  

 
12.2 Medical equipment may be considered for disposal as a result of its natural obsolescence, 

failure to meet current treatment standards, uneconomic or poor serviceability etc. 
Decommissioning and decontamination should be carried out prior to final disposal. 

 
 

12.3 Disposal of Capital Medical Equipment Purchased, without exception, must follow the 
Capital Asset Disposal Process. A Capital Asset Disposal Form must always be completed, 
counter signed by the head of MEM and/or division and processed to Finance. 

 
13. ARCHIVING ARRANGEMENTS 
 The original of this policy will remain with the author MEM Manager, Operations Support Unit. 

An electronic copy will be maintained on the Trust Intranet (HUB), P – Policies – Trust-wide - 
 M. Archived electronic copies will be stored on the Trust’s “archived _ policies” shared drive, 

and will be held indefinitely. 

 

http://www.mhra.gov.uk/
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14. PROCESS FOR MONITORING COMPLIANCE WITH AND EFFECTIVENESS OF THE 

POLICY 

14.1 To evidence compliance with this policy, the following elements will be monitored: 
 

What areas need to be 
monitored? 

How will this be 
Evidenced? 

Where will this be reported 
and by whom? 

Monitoring of Staff Training 
compliance 

Quarterly reports to 
Medical Devices Steering 
Group 

Medical Devices Steering 
Group by the Training 
compliance lead 

Monitoring of Incidents, 
Reporting trend and themes 

Quarterly reports to 
Medical Devices Steering 
Group 

Medical Devices Steering 
Group by the Trust Datix lead 

Monitoring Safety Alerts 
and Actions 

Quarterly reports to 
Medical Devices Steering 
Group 

Medical Devices Steering 
Group by the MEM Manager 

Review new devices 
introduced to the Trust 

Quarterly reports to 
Medical Devices Steering 
Group 

Medical Devices Steering 
Group by the MEM Manager 

 
15. REFERENCES 

External 

Ref #1  MHRA Managing Medical Devices Jan 2021 
(https://assets.publishing.service.gov.uk/media/6089dc938fa8f51b91f3d82f/Managing_medical_
devices.pdf) 

Ref #2  MHRA Medical device stand-alone software – guidance V1.10 
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/f
ile/1168485/Medical_device_stand-alone_software_including_apps__including_IVDMDs_.pdf 

Ref #3  NHS England – Pre Acquisition Questionnaire 

https://www.england.nhs.uk/publication/pre-acquisition-questionnaire/ 

Ref #4 NHSSC MIA – Master Indemnity list: Approved suppliers 

https://www.supplychain.nhs.uk/suppliers/master-indemnity-agreement-approved-suppliers/ 

Ref #5  PUWER Provision and Use of Work Equipment Regulations 1998 

https://www.hse.gov.uk/work-equipment-machinery/puwer.htm 

Ref #6 Health Technical Memorandum 00 

https://www.england.nhs.uk/wp-content/uploads/2021/05/HTM_00.pdf 

 

Internal 

Ref #7 Internal Yellow fault and decontamination reporting card 

https://assets.publishing.service.gov.uk/media/6089dc938fa8f51b91f3d82f/Managing_medical_devices.pdf
https://assets.publishing.service.gov.uk/media/6089dc938fa8f51b91f3d82f/Managing_medical_devices.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1168485/Medical_device_stand-alone_software_including_apps__including_IVDMDs_.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1168485/Medical_device_stand-alone_software_including_apps__including_IVDMDs_.pdf
https://www.england.nhs.uk/publication/pre-acquisition-questionnaire/
https://www.supplychain.nhs.uk/suppliers/master-indemnity-agreement-approved-suppliers/
https://www.hse.gov.uk/work-equipment-machinery/puwer.htm
https://www.england.nhs.uk/wp-content/uploads/2021/05/HTM_00.pdf
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https://royaldevonstaff.nhs.uk/graphics   requesting GR-CD-ME01-01 

POCT 

https://royaldevonstaff.nhs.uk/point-of-care 

Sterilisation – HSDU & CSSD 

https://royaldevonstaff.nhs.uk/hospital-sterilisation-and-decontamination 

Capital and Revenue Business Case Guidance Feb 2023 

https://royaldevonstaff.nhs.uk/finance-resources-east 

MDSG Guidance – Terms of Reference MDSG Final 31st Jan 2022 

Datix - https://royaldevonstaff.nhs.uk/datix-systems 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

https://royaldevonstaff.nhs.uk/graphics
https://royaldevonstaff.nhs.uk/point-of-care
https://royaldevonstaff.nhs.uk/hospital-sterilisation-and-decontamination
https://royaldevonstaff.nhs.uk/finance-resources-east
https://royaldevonstaff.nhs.uk/datix-systems
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APPENDIX 1 – PATIENT EQUIPMENT LOAN FORM   
          
              

 

Details of Issuer 
Name:  Department:  

Date:  Ref:  

 

Details of Patient 
Name:  NHS number:  

DOB:  Ref:  

Contact 
Telephone: 

 Address: 
 
 
 

 

 

Details of Equipment 
Make & Model:  Asset number:  

Type:  Serial Number:  

Consumables:  User guide:  

    

    

 

User understanding 

User guide: Yes / No Location 

Safe operation understanding: Yes / No Understanding – sign off 

Consumables: Yes / No Provided, storage 

In case of fault or issue: Yes / No  

Servicing date: Date Report and return process 

Point of contact – clinical support Yes / No  

Return process at end of loan 
period 

Yes / No Report and return process 

 

Sign off 

Staff:  Date 

Patient:  Date 

   

 
I acknowledge receipt of the above mentioned medical equipment and accept the designated method of decontamination. I 
understand that it is on loan to me and remains the property of RDUH NHS Trust. I have been given instruction on how 
to use and maintain the equipment and I agree to keep the equipment in a clean condition and to only use it for its 
intended purpose. The device will not be adapted for any use outside that identified by the manufacturer as defined in the 
instructions for use. Devices intended for single use must not be re-used. I agree to ensure that the equipment is serviced 
by the Royal Devon University Healthcare NHS Foundation Trust on the date stated. I understand that I will return the 
equipment to the Hospital and notify them of any known malfunction or accidental.
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APPENDIX 2 – MEDICAL EQUIPMENT ACQUISITION FORM – MEA V1.1     
  

Complete this form to request consideration for purchase/lease/loan of medical equipment, for both replacement and 
developmental needs.  
Form # Click or tap here to enter text.             Date  Click or tap to enter a date. 

Directorate/Department:  

  

Click or tap here to enter text. 

Name of Head of Department and Requesting person 

  

  

Contact No: - Click or tap here to enter text. 

Email Address:  Click or tap here to enter text. 

Contact No: - Click or tap here to enter text. 

Email Address:  Click or tap here to enter text. 

Outline the reason for request:  

Replacement 

Development 

 

Choose an item. 

Reason for replacement?  

Faulty, beyond economical repair (BER) –  

No longer supported by manufacturer (not 

serviceable) –  

Not fit for purpose (clinical needs) – 

Choose an item. 

Existing Equipment Description:  

Make/Model etc 

Click or tap here to enter text. 
Asset Number(s): Click or tap here to enter text. 

Is the device on the Standard equipment list as held 

by Clinical Engineering (MEM & EBME) 

If so then only sign off by CE is required in Section3. 

 

 Choose an item. 

If no has there been clinical trials to consider the best 

option for purchase? 

 

Choose an item. 

 

Section 1. Additional / New Equipment details   

• What are the Clinical requirements for the 

Equipment? Specification & capabilities. 

• What are the risks associated with the current 

situation and how does the additional / new 

Equipment address the risks? 

Click or tap here to enter text. 
 

Click or tap here to enter text. 
 

 

5x5 Risk score = Click or tap here to enter text. 

Section 2. Installation & Storage   

Does the device require installation by supplier? 

Has delivery and initial storage been considered. 

 

Choose an item. 

Does the equipment have a location for its storage 

when not in use? 

 

 

Choose an item.  

Does the equipment require data connection, to 

EPIC/PACS or other -if so please specify. 

 

DPIA ref – for devices holding patient data 

 

 

Choose an item. 
  
Click or tap here to enter text. 
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Section 3. For Equipment not on the standard equipment list please ensure the following Departments have been 

consulted – sign off required, or mark as N/A. To be completed by requestor. 

a) Procurement – considerations: - 

Does the device require additional 

consumables? 

Checked off – Procurement team  

Click or tap here to enter text. 
PAQ form required 

b) Estates – considerations: - 

Does the device require electrical, water, 

medical gases, permanent fixation etc? 

Checked off – Estates lead 

Click or tap here to enter text. 
Define Cost -  Click or tap here to enter text. 

c) Facilities – considerations: -  

Does the device require sterilisation for 

re-useable instruments etc? 

Checked off – Facilities lead 

Click or tap here to enter text. 
Define Cost -   

d) Digital – considerations: - 

Does the device or system require 

network integration / server storage / 

new software, EPIC integration etc? 

Checked off – Digital lead 

Click or tap here to enter text. 
Define Cost -  Click or tap here to enter text. 

Sign off - IG lead Click or tap here to enter text. 

e) Clinical Engineering (MEM/EBME): - 

Will the device be maintained inhouse 

by CE or via additional service contract 

etc? 

 Checked off – CE lead 

Click or tap here to enter text. 
Define Cost -  Click or tap here to enter text. 

f) Infection control – considerations: - 

Requester must attach product 

information and manufacturer cleaning 

/decontamination instructions for 

review. 

Checked off – IC lead 

 

Click or tap here to enter text. 

g) Other – Health & Safety, Ergonomics, Fire 

safety etc. 

Checked off Click or tap here to enter text. 

Click or tap here to enter text. 

  

Section 4. Finance Assessment   Amount (£)  

Cost of equipment inc VAT  

Note if over £5k inc Vat a Capital request form should 

be filled out alongside this and forwarded to Clinical 

Engineering manager for submission to monthly CPG 

meeting. 

 Click or tap here to enter text. 

Warranty period in Years Click or tap here to enter text. 

Cost of annual maintenance contract / internal  Click or tap here to enter text. 

Estimated change in consumable costs from current  Click or tap here to enter text. 

If additional support facilities required 

Digital/Estates/Clinical Engineering–  

state totalled costs from Section 3. above 

 Click or tap here to enter text. 

 This form must be signed by the Head of Department, Clinical Services Finance & Clinical Engineering manager. 

Clinical department head 

Signed: ______________________________Date:_____________ 

Clinical service Finance lead 

Signed: ______________________________Date: _____________ 

Clinical Engineering Manager             

  Signed: ______________________________Date: _____________    
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APPENDIX 3: COMMUNICATION PLAN 

 

 

 
The following action plan will be enacted once the document has gone live. 

 

Staff groups that need to have 
knowledge of the guideline/SOP 

All staff 

The key changes if a revised 
document 

Minor amendments, alignment of community. 

The key objectives To increase staff awareness of the principles and 
importance of equipment management. 

To ensure that managers and individual members 
of staff are aware of their responsibilities in 
relation to the use of medical devices. 

To ensure that all medical devices are, fit for 
intended purpose, maintained in a safe and 
reliable condition, used only by competent staff 

How new staff will be made aware of 
the procedure/guideline and manager 
action 

Through the induction process 

Specific Issues to be raised with staff All equipment users are accountable for ensuring 
that they use medical devices safely, undertaking 
training as required by the Trust, professional and 
regulatory bodies. 

Training available to staff Through the Medical Equipment Management 
and Manufacturers 

Any other requirements Procurement to note section 5.3 

Issues following Equality Impact 
Assessment (if any) 

Neutral -- unlikely to have a specific effect 

Location of hard / electronic copy of 
the document etc. 

The original of this policy will remain with the 
author MEM Manager. An electronic copy will be 
maintained on the Trust Intranet (HUB), P – 
Policies (home – welcome – trust policies – M). 
Archived copies will be stored on the Trust’s 
“archived _ policies” shared drive, and will be held 
indefinitely 
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APPENDIX 4: EQUALITY IMPACT ASSESSMENT TOOL 

 

Name of document Medical Equipment and Devices 

Management and Training Policy 

Division/Directorate and service area Facilities Division / MEM 

Name, job title and contact details of 

person completing the assessment 
MEM Manager  

Date completed: January 2024 

 

 
1. What is the main purpose of this document? 

 To increase staff awareness of the principles and importance of equipment management. To 
ensure the manager and individual members of staff are aware of their responsibilities in relation to 
the use of medical devices. To ensure that all medical devices are, suitable for intended purpose, 
maintained in a safe and reliable condition, used only be competent staff 

2. Who does it mainly affect? (Please insert an “x” as appropriate:) 

 

Carers ☐ Staff ☒ Patients ☒ Other (please specify) 

 
3. Who might the policy have a ‘differential’ effect on, considering the “protected 
 characteristics” below? (By differential we mean, for example that a policy may have a noticeably 

more positive or negative impact on a particular group e.g. it may be more beneficial for women than 
for men) 

 Please insert an “x” in the appropriate box (x) 
 

Protected characteristic Relevant Not relevant 

Age ☐ ☒ 

Disability ☐ ☒ 

Sex - including: Transgender, 

and Pregnancy / Maternity 
☐ ☒ 

Race ☐ ☒ 

Religion / belief ☐ ☒ 

Sexual orientation – including: 

Marriage / Civil Partnership 
☐ ☒ 

           

 

The purpose of this tool is to: 

• 

• 

 

• 

identify the equality issues related to a policy, procedure or strategy 
summarise the work done during the development of the document to reduce 
negative impacts or to maximise benefit 
highlight unresolved issues with the policy/procedure/strategy which cannot be 
removed but which will be monitored, and set out how this will be done. 
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4. Apart from those with protected characteristics, which other groups in society might this document be 
particularly relevant to… (e.g. those affected by homelessness, bariatric patients, end of life patients, 
those with carers etc.)? 

 

 

5. Do you think the document meets our human rights obligations? ☒ 

Feel free to expand on any human rights considerations in question 6 below. 
 

A quick guide to human rights: 

• Fairness – how have you made sure it treat everyone justly? 

• Respect – how have you made sure it respects everyone as a person? 

• Equality – how does it give everyone an equal chance to get whatever it is 
offering? 

• Dignity – have you made sure it treats everyone with dignity? 

• Autonomy – Does it enable people to make decisions for themselves? 

 

 
6. Looking back at questions 3, 4 and 5, can you summarise what has been done during the 

production of this document and your consultation process to support our equality / human 
rights / inclusion commitments? 

 

 
7. If you have noted any ‘missed opportunities’, or perhaps noted that there remains some 

concern about a potentially negative impact please note this below and how this will be 
monitored/addressed. 

 

“Protected characteristic”:  

Issue: None 

How is this going to be 

monitored/ addressed in the 

future: 

 

Group that will be responsible 

for ensuring this carried out: 

 

 

The policy has been widely circulated as part of the consultation process including all 

levels of nursing and Management, community representatives, Learning and 

Development, Medical Devices Steering group, Point of Care Testing, Governance and 

Equality Lead. 


