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FOI Ref: 6221
Category(ies): Trust – Policies. Trust – Contracts / Procurement 
Subject: New Medical Devices
Date Received: 02/02/2022
	[bookmark: _Hlk66456130]Your request:

	Our response:


	1. Could you please provide a copy of the Trusts/entity “New Medical Device policy?”

	This is covered under the Medical Devices Management policy.



	2. Could you please provide a copy of the Trusts/entity “Medical Devices and Procurement Review Group policy?”
	There is no such group at TRFT.

	3. Could you please provide a copy of the Trusts/entity “Business case template for new medical devices or technology” for new medical/diagnostic device approval?
	There is no specific template currently.

	4. Could you please provide a list of all approved medical devices in your Trusts/entity? Excel format, word or PDF is fine.
	There is no specific list of approved medical devices. We are looking at starting this in the near future.

	5. Could you please provide a copy of the policy which supports “medical devices on trial requirements”?
	As with question 1.

	6. Could you please provide the policy for including a new pathology test within the Trusts/entity?
	We do not have such a policy.

	7. Could you please provide the policy for the “New medical Product Selection Group”?
	There is no such group at TRFT.

	8. Could you please confirm how often new medical device review meetings take place?
	There is no such group at TRFT.

	9. Could you please provide me the name of the staff member responsible for finances of new medical devices and their email address.
	*John Newall – john.newall@nhs.net
*Nicola Colley – Nicola.colley1@nhs.net
*Amarjit Gill – Amarjit.gill7@nhs.net
*Carole Hinchcliffe – carole.hinchcliffe@nhs.net

	10. Could you please provide me the name of the staff member responsible for procurement of new medical devices and their email address.
	*Justin Seaman, Justin.seaman1@nhs.net

	11. Lastly, could you please supply a copy of the last 3 ‘New Medical Device meeting’ minutes and the location of where they are published on your website?
	There is no such group at TRFT, and therefore no minutes

	* The names of relevant individuals are detailed in the attached.  The provision of these contact details does not imply consent for unsolicited correspondence on your part.  As per Section 122 of the Data Protection Act 2018, permission is not given to use these details for unsolicited contact.

Right to prevent processing for purposes of direct marketing.
S122 (5) direct marketing” means the communication (by whatever means) of advertising or marketing material which is directed to a particular individual.
[bookmark: _GoBack]
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1. [bookmark: P1]INTRODUCTION

Medical devices and equipment are used every day by most health care professionals to support the care and treatment of patients. Professionals play a vital role in ensuring that equipment is used safely and for the purpose it was intended. All health care professionals and support workers working in the public and private sector are accountable for ensuring that they use medical devices safely. As medical devices become more sophisticated and more frequently used, there are implications for the training of healthcare professionals who use these devices. Patients are harmed every year as a result of incidents involving medical devices. Many of the incidents occur as a result of staff not having sufficient knowledge about the equipment they use. The NHS Confederation (1999) defines accountability as ‘one of the three foundations of public service. Everything done by those who work in the NHS must be able to stand the test of parliamentary scrutiny, public judgements on propriety and professional codes of conduct’.

This policy is based on, and aims to reflect, MHRA’s Managing Medical Devices (January 2021).



2. [bookmark: P2]PURPOSE & SCOPE



2.1. [bookmark: P2_1]Purpose

The purpose of this Policy is to ensure that any medical device utilised within the Trust:

· Is suitable for its purpose

· Is compatible with current clinical practice

· Meets user needs and is understood by the trained users

· Is in a safe and serviceable condition at all times

· Is decontaminated prior to inspection, service, repair or transportation or use

· Complies with Safety and Quality standards

· Is standardised wherever possible

· Has appropriate maintenance cover

· Is included in an inventory

· Complies with Data Protection standards

· Is disposed of correctly

To standardise the training and record keeping of training for medical devices (diagnostic and therapeutic equipment), throughout the Trust and ensure that all permanent staff and bank staff are competent to use any equipment necessary in the safe delivery of patient care.

To ensure that any incident involving medical devices is reported in accordance with the Trust‘s incident reporting processes.






2.2. [bookmark: P2_2]Scope

This policy covers all staff employed by the Trust which purchase or use medical devices.



3. [bookmark: P3]ROLES & RESPONSIBILITIES

		Roles

		Responsibilities



		Chief Executive

		The Chief Executive on behalf of the Trust carries overall responsibility for Risk Management, including the effective use of medical devices within the Trust. As such has the responsibility for ensuring that a director or board member is appointed with overall responsibility for medical devices/equipment.



		Chief Nurse

		The Chief Nurse is the Director with overall responsibility for medical device and must ensure compliance with external standards set for control of the procurement, usage, maintenance and disposal of medical equipment. The Chief Nurse has designated the operational management of medical devices to the Medical Devices Safety Officer.



		Executive Medical Director

		The Executive Medical Director is responsible for supporting the implementation of this policy in regard to medical staff.



		Board Level Director

		The Board Level Director will have responsibility for overseeing medical device incident reporting and learning.



		[bookmark: _Toc6393586]Medical Devices Safety Officer

		The Trust has designated the Head of Clinical Engineering to undertake the role of Medical Devices Safety Officer as recommended in NHS/PSA/D/2014/006: Improving Medical Device Incident Reporting and Learning. The Medical Devices Safety Officer is responsible for reporting adverse incidents to the MHRA and acting as a first point of contact for matters of device safety. The Medical Devices Safety Officer works closely with the procurement department with regard to incidents relating to consumables and safety issues involving consumables.



		Medical Devices Safety Group (MDSG)

		The responsibilities for the MDSG are documented in their terms of reference.

The Medical Devices Safety Group will regularly review medical device incident reports, improve reporting and learning and take local action to improve the safety of medical devices.



		Divisional Directors

		Divisional Directors are responsible for the quality of service provided by their own area or responsibility. This role includes ensuring suitable and sufficient systems are in place to comply with this policy. They nominate individuals who will act as Owner of the equipment.



		Clinical Supervisor

		A named Clinical Supervisor (CS) is a trainer who is responsible for overseeing a specified trainee’s service work throughout a placement in a public health environment and is appropriately trained to do so.

· The CS oversees the service work of the trainee during one attachment and provides constructive feedback during that placement.



		Matrons, Lead Nurses and Community Heads of Service

		The Matrons, Lead Nurses and Community Heads of Service have responsibility for ensuring that the processes described within this policy are implemented within their own area of responsibility. They should support ward/departmental managers in carrying out their responsibilities and highlight any areas of concern to MDSG. They provide assurance of compliance to the MDSG via the medical device training report for their department.



		Equipment Owners 

		The Equipment Owner has responsibility for the equipment which they have been allocated. In particular ensuring the processes for purchasing medical devices (Appendix 1) are followed and ensuring equipment is stored correctly and maintained and repaired when required.



		Medical Category Manager

		The Medical Category Manager is responsible for coordinating and approving medical consumables and equipment trials in accordance with the Procurement Policy.



		Technical Supervisor (Clinical Engineering Database Performance Manager / Estates Maintenance Manager)

		The Technical Supervisor role is incorporated into the roles of the Clinical Engineering Database Performance Manager and Estates Maintenance Manager and each fulfils the role for their own department.

This role includes responsibility for ensuring that appropriate arrangements are in place for the management of medical equipment including repair and maintenance. They provide assurance of compliance with this policy via reports to the MDSG group and Divisional Directorates, which include equipment replacement and condition surveys.



		Medical Equipment Library Manager

		The Medical Equipment Library Manger (Clinical Engineering Database Performance Manager) is responsible for the management of equipment within the Library in accordance with Appendix 2 of this policy.



		Data Protection Officer

		The Data Protection Officer is responsible for ensuring that any medical device containing patient identifiable data is disposed of via the information technology department and in accordance with the use and Protection of Patient Information Policy.



		Divisional Managers

		The Divisional Managers will hold a list of current departmental trainers responsible for medical training. Departments will have their own Medical Devices Trainer(s) MDT who are responsible for training and assessing competency of staff in accordance with paragraph 4.1 of this policy.



		Line Manager / Ward / Department Manager

		The Line Manager is responsible for ensuring that the processes described within this policy are implemented within their own area of responsibility. They must ensure their staff are appropriately trained and competent to use equipment and follow up the non-completion of training competency testing. Also responsible for ensuring the annual asset register check is completed when requested by the Financial Accountant.



		Staff using Medical Devices

		Users of medical equipment, whether permanent or bank staff, are responsible for ensuring they comply with the processes described in this policy. They should:

· Ensure they are appropriately trained and competent to use equipment in accordance with paragraph 4.1.

· Where an item is recognized as being, or thought to be, in needs of repair by users report in accordance with appendix 3 maintenance and calibration of this policy.

· Ensure that all equipment/devices are decontaminated in accordance with the Trust’s Decontamination Policy.

· Report and untoward incidents involving medical devices as outlined in paragraph 4.8.



		Infection Prevention and Control Team

		The Infection Prevention and Control Team are responsible for ensuring the process described in Appendix 3 of this policy is followed.



		Sterile Services Department / External contractor for Decontamination Services

		Sterile Services Department/External contractor for decontamination services report any incidents related to their decontamination processes to their notifiable body.



		Procurement Department

		The Procurement Department will be responsible for:

· The administration of manufacturers’ maintenance contracts liaising with managers, users and Clinical Engineering as appropriate.

· Attending the Medical Devices Safety Group meetings and Capital Equipment Procurement Group.

· Coordinating the recall of consumable devices subject to a manufacturers’ Field Safety Notice or an MHRA Medical Device Alert.

· Liaising with the Medical Devices Leads, and the Medical Devices Safety Officer to assist in the reporting of incidents to the MHRA involving consumable devices.

· Leading on the standardisation of consumable medical devices.

· Ensure that user training is included in all procurement exercises for medical devices, and that suppliers commit to deliver an on-going programme of training as part of the procurement process. The manner and delivery of training will not be specified, manufacturers will be asked to advise how they intend to deliver user training including frequency of training sessions within the Foundation Trust in each procurement exercise.

· Where practicable ensure that manufacturers make available and provide technical training to Clinical Engineering staff.

· To ensure Pre-Acquisition Questionnaire (PAQ) documents are obtained from suppliers prior to purchase and circulated to Clinical Engineering and the Decontamination lead for all equipment not on the preferred medical equipment list.

· To ensure that the Foundation Trust obtains best value for money in the procurement of standardised medical equipment.

· Ensuring that suppliers representatives understand their responsibilities with regard to the loan, supply or trial of devices in the Foundation Trust.

· To monitor that the Standing Orders and Standing Financial Instructions of the Foundation Trust are adhered to.

· To assist in the implementation of this policy through the monitoring and management of requests/orders received by the Purchasing department.

· To comply with the Foundation Trust’s supplier policy.



		Radiation Protection Advisor

		Responsible for providing advice to the Trust on all matters concerning ionising radiation, and lasers.



		Financial Accountant

		Financial Accountants are responsible for the maintenance of the asset register for the areas they work with. They will circulate the register annually to all department heads / ward managers for verification.



		Waste Management & Environmental Services Officer

		The Waste Management & Environmental Services Officer has responsibility for the physical disposal of medical devices that come under Waste Electric and Electronic Equipment (WEEE) Regulations.







4. [bookmark: P4]MANAGEMENT OF MEDICAL DEVICES



4.1. [bookmark: P4_1]Process for Determining the Training Required

The Trust recognises that any medical device which is used incorrectly has the potential to cause harm to a patient or staff member. This hazard has been risk assessed and Trust wide control measures have been put in place. The risk assessment is reviewed at least annually by the Medical Devices Safety Group. As part of this process the group will take into consideration:

· Any incidents against medical devices.

· Any alerts which may have been issued against the medical devices.

As a result of the risk assessment an overarching medical devices training / competency checking programme has been devised to minimise the risk of errors occurring:

· All staff members using a medical device must be trained in its use before being permitted to use the device. Once the initial training has been completed the staff member will be competency assessed using the appropriate OSCE. Once they have been deemed as being competent they will be authorised to use the device by the appropriate manager/competent person. The process will not be retrospective, existing staff members who are already deemed competent in the use of a piece of equipment will not need to be retrained in its use, although they will need to undertake competency assessments in accordance with local guidelines.

· OSCEs will be written by the person(s) best placed to judge the competency requirements for any individual device, eg. OSCEs for the syringe pump used in palliative care should be formulated by the palliative care specialist nurse. Where possible the manufacturers training/competency documentation should be used as the basis of any OSCE.

· An annual self-assessment of competence will be completed by the staff member to assure the Trust that they feel capable of and confident in using the medical device. These should be kept as evidence that they deem themselves competent to use a particular piece of equipment.

· In response to an incident involving user error the member(s) of staff involved will be competency assessed as above. If it is decided that they require further training, then this will be provided. The member of staff will not be permitted to use the device until they have been found to be competent and have been authorised by their manager to use the device.

· Staff Returning from maternity leave or prolonged sick leave (18 weeks or greater) will, through discussion with their line manager, determine their need for competency assessment on any medical device used in their area of practice The member of staff will not be permitted to use the device until they have been authorised by their manager to do so.

To ensure that the most up to date version of the OSCE is used, please refer to the policy: Clinical Competency for Medical Devices Both by Assessor and Self-Assessment Including Objective Structured Clinical Examination (OSCE).



4.2. [bookmark: P4_2]Recording Training

Training should be recorded on a divisional database which is constructed from the equipment inventories maintained by the Clinical Engineering Department and maintained by the departments and divisions. This ensures that all staff members and medical devices are included in the database.



[bookmark: P4_3]
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Please check the intranet to ensure you have the latest version

4.3. Process for identifying which permanent staff are authorised to use the equipment listed on the inventories

Every ward manager/departmental head will identify all members of staff within their ward or department who will be utilising the individual pieces of equipment within the department. All staff members using a medical device must be trained in its use before being permitted to use the device. Once the initial training has been completed the staff member will be competency assessed using the appropriate OSCE. Once they have been deemed as being competent they will be signed off by the manager and/or authorised deputy and authorised to use the device. Only once a member of staff has been authorised will this be recorded in divisional records. This process will not be retrospective, existing staff members who are already deemed competent in the use of a piece of equipment will not need to be retrained in its use although they will need to undertake competency assessments in accordance with local guidelines.



4.4. [bookmark: P4_4]Move to another ward or area

When a member of staff is requested to work in another ward or area then the receiving line manager should check the divisional database to ensure the individual has been trained in the use of the medical devices they will need to use. If it appears they have not been trained, then this must be provided before they use the device. Prior to the data base being available staff members must inform the line manager of ward or area they have been asked to work in of any training needs so that these can be met before they are authorised to use the equipment. 

When a member of staff moves divisions, the training record would need to move with the staff member and checked off as part of the local induction.

Staff members have the responsibility to ensure they do not use a medical device unless they have been trained and authorised to do so.



4.5. [bookmark: P4_5]Ensuring Completion of Training

4.5.1. Ward/department/AHP managers:

· Will check the divisional database to ensure that their training records are current and will ensure staff receive medical devices training in accordance with this policy.

· If the ward/department/AHP manager becomes aware that any required training needs will not be able to be met for example where there are insufficient Departmental Medical Devices Trainers due to staff leaving/on sick leave, the Ward Manager should alert the relevant Matron or the Departmental HOD/Divisional Director.

· Annual progress reports (Appendix 4) are presented to the MDSG by the Matrons/ Department heads of medical device training within their division. 

4.5.2. For medical staff:

· The Medical Director is responsible for ensuring medical staff have had appropriate training for equipment that will be utilised within their specific area of responsibility and for ensuring that appropriate records are maintained. Medical staff have a professional responsibility to ensure they have had the appropriate training for equipment that will be utilised within their specific area of responsibility.

4.5.3. Applicable to all Staff:

· If a member of staff does not complete their training for a medical device, annual self-assessment of competency or formal competency assessment as required, the line manager is responsible for ensuring they are completed as soon as possible.

· In the event of persistent non-attendance, this should be formally investigated by the line manager and may be dealt with through the disciplinary process.



4.6. [bookmark: P4_6]Junior Doctors in training/on rotation

Each Junior Doctor is allocated to a speciality under their allocated clinical supervisor. The Clinical Supervisor should:

· Identify the equipment the Doctor is likely to use on rotation.

· Ascertain if they have used it previously.

· Ascertain if they have any evidence of training e.g. in their log book.

· If they have no evidence of prior training or if they have not undertaken training the Clinical supervisor should liaise with the appropriate head.

· This training should be entered on to the departmental database and logged onto the individuals training record. A copy of the completed record should be held by the Clinical Supervisor.



4.7. [bookmark: P4_7]Medical Device Incidents

The reporting of incidents and the distribution of safety alerts is highlighted by the MHRA and this guidance is explicitly underpinned by Care Quality Commission, Fundamental Standards which require that healthcare organisations: 

· Protect patients through systems that identify and learn from all patient safety incidents and other reportable incidents, and make improvements in practice based on local and national experience and information derived from the analysis of incidents. 

· Protect patients through systems that ensure that patient safety notices, alerts and other communications concerning patient safety which require action are acted upon within required time-scales. 

· Keep patients, staff and visitors safe by having systems to ensure that all risks associated with the acquisition and use of medical devices are minimised.

An adverse incident is an event which gives rise to or has the potential to produce, unexpected or unwanted effects involving the safety of patients, users or other persons.

4.8. [bookmark: P4_8]Reporting Arrangements

All adverse incidents that relate to Medical devices and equipment must be reported via the Trusts Datix web based incident reporting system.

The Medical Devices Safety Officer (MDSO) or nominated deputy, on receipt of the incident report will report to the MHRA as appropriate.

· NB Orthotics report directly into the MHRA, the Clinical Director for Orthotics is their reporting officer. The Clinical Director for Orthotics will forward all correspondence to the Trust Patient Safety Lead who will record this reporting and the outcomes on the MHRA Register. An incident report will be completed which records that the Clinical Director for Orthotics has reported the incident to MHRA.

Incidents involving medical devices reported via the Trusts Datix web based incident reporting system will automatically trigger an email to the Technical Supervisor (Clinical Engineering Database Performance Manager) alerting them of the incident.

Patient safety incidents involving medical devices will also be forwarded by the Trust Patient Safety Lead or nominated deputy to NHS Improvement (NHSI) via the National Reporting and Learning System (NRLS). 

The Sterile Services Department report any incidents related to their decontamination processes to their notifiable body the British Standards Institute under the EC vigilance systems.

The Central Alert System Lead Officer provides the MDSG with a Medical Device Incident Report on a monthly basis so that trends can be highlighted and to identify any incidents/risks associated with Medical Devices which require escalating/ recording on the risk register.

4.9. [bookmark: P4_9]Why incidents involving medical devices occur

Adverse incidents in medical devices may arise due to shortcomings in:

· The device itself.

· Instructions for use.

· Servicing and maintenance.

· User practices including training.

· Management procedures.

· The environment in which it is stored or used.

· Incorrect prescription.

· Environmental conditions e.g. EM interference

· Location i.e. Ambulance.



4.10. [bookmark: P4_10]Actions to take when an incident involving a medical device occurs

An incident involving a medical device may occur prior to any direct involvement with the patient for example a member of staff accidentally dropping a piece of equipment. It is important that this piece of equipment is checked to ensure it is safe to use. If this occurs, please complete an incident report and inform Clinical Engineering that this has occurred.

If Clinical Engineering receive a piece of equipment for maintenance/repair and in the process discover that the piece of equipment has been damaged and this has not been reported via the Trusts Datix web based incident reporting system Clinical Engineering will complete an incident report using the Datix system.

If a medical equipment incident occurs involving a patient, please take the following action:

· Ensure the safety of the patient prior to any action.

· Quarantine device and label it ‘Defective Equipment - Do Not Use’. The equipment should be stored in a designated room identified by the Procurement Department.

· Out of hours, remove from use and retain the device in a secure location and inform Receipt and distribution the next working day in order for them to collect

· The need to quarantine medical equipment should be reported to Clinical Engineering. It is important to make it clear that the equipment has been involved in an incident and is to be quarantined.

· All evidence should be labelled and kept secure, under the charge of a responsible officer, this includes the products themselves and, where appropriate, packaging material or other means of batch identification. The evidence should not be interfered with in any way except for safety reasons or to prevent its loss. Do not change any settings on device. If necessary, a record should be made of all readings, 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.

· Identify any other items in batch and remove from use.

· Report the incident to Senior Department/Ward Manager/ Head of Departments. Out of hours, the Clinical Site Manager (extension 8221)/Senior Manager on call should be informed in line with the Policy for the Reporting, Investigation, Management and Analysis of Incidents, Including the Management of Serious Untoward Incidents.

· Complete an incident report using the Datix system.

· Abide by the professional duty of candour when discussing the incident.

Additional information related to the Trust’s incident reporting process is contained within the Trust’s Policy for the Reporting, investigation, management and analysis of Incidents, complaints, concerns and claims.

If an incident has resulted from a user error, then the staff member/s involved must not utilise the equipment until their competency has been reassessed and they have been authorised to use the equipment. This should be recorded as described in paragraph 4.8 of this policy.



4.11. [bookmark: P4_11]Decommissioning of Medical Devices

Medical devices are to be decommissioned in accordance with the Medicines & Healthcare products Regulatory Agency (MHRA) Managing Medical Devices 2021.



5. [bookmark: P5]DEFINITIONS AND ABBREVIATIONS



5.1. [bookmark: P5_1]Definitions

Alert: Includes DHSC Safety Alerts, FSNs, press releases or any other source of information.

Area: Ward or department in the Trust.

Asset Register: An inventory maintained by Finance detailing all items with an initial value of £5,000 or more.

Best Practice: As required or recommended by statute or legislation, civil or criminal law (UK or EU), British or international Standards, Trust Policies, regulatory bodies, accreditation bodies, professional organisations or lead practitioners within the Trust.

Central Alert System: DHSC email/web system for distributing Safety Alerts by MHRA, NHSE/I and others to the Trust, and receiving replies back from the Trust.

Directions for Use: the OEM user or operator manual, additional training and instructions as required by local circumstances and any other pertaining documents or materials. There may be additional Trust specific local instructions.

Equipment Library: An equipment loan store on A level providing ward use basic monitoring and therapeutic equipment managed by Clinical Engineering.

End user: A patient, client or carer who uses a medical device unsupervised (possibly at home).

Field Safety Notice: Information from an OEM that remedial action is required on devices. Also used generically by DHSC for their system of distributing such information by email/web.

Maintenance inventory: An inventory, maintained by the service departments, which lists all durable, maintainable, serviceable, calibrate-able or test-able medical devices. Part of the Equipment Management System.

Master Indemnity Agreement: The DHSC register companies having satisfied the minimum insurance and other requirements to indemnify the Trust in the event of an incident involving equipment on loan to in the Trust, i.e. not covered by a purchase order.

Medicines and Healthcare Products Regulatory Agency: A government agency with regulatory authority over medical equipment in England and Wales.

Medical device: The term ‘medical device’ encompasses medical devices as legally defined in the Medical Devices Regulations. This refers to an instrument, apparatus, appliance, material or other article, whether used alone or in combination, together with any software necessary for its proper application, which is intended by the manufacturer to be used for the purposes of: 

· diagnosis, prevention, monitoring, treatment or alleviation of disease;

· diagnosis, monitoring, treatment, alleviation of, or compensation for, an injury or physical impairment;

· investigation, replacement, or modification of the anatomy or of a physiological process; or

· control of conception.

A medical device does not achieve its principal intended action in or on the human body by pharmacological, immunological or metabolic means. This definition includes devices intended to administer a medicinal product, such as a syringe driver, or which incorporate a substance defined as a medicinal product, such as a drug-eluting stent. 

MHRA (2006) Device Bulletin: Managing Medical Devices: Guidance for healthcare and social services organisations 

Objective Structured Clinical Examination: A process designed to test clinical skills and knowledge.

Owner: The person in the Clinical Directorate responsible for the purchase or use of the equipment. The owner is referred to as the "purchaser" during the pre-purchase and purchase phase of the equipment life-cycle. 

Original Equipment Manufacturer(OEM): The manufacturer of the device, the authorised agent for the manufacturer, or other entity placing the device on the market in their own name.

Pre-Acquisition Questionnaire: A Trust document requiring an OEM to state compliance with legal and regulatory requirements, to provide details of service and support, decontamination, etc. Previously known as a Pre-Purchase Questionnaire (PPQ).

Radiation Protection Advisor: Appointed by the Trust to provide advice on all matters concerning ionising radiation, and lasers.

Service Level Agreement: In this case an agreement of what service the in-house service department will provide to the equipment owner in general, or in respect of particular equipment.

Staff: A qualified person using medical devices as tools, sometimes referred to as “professional users” or simply users.

User: Usually synonymous with professional user or staff although OEMs refer to purchasers as “users”, in this sense the “user” is the Trust.



5.2. [bookmark: P5_2]Abbreviations

AHP		Allied Healthcare Professional.

CAS		Central Alert System.

CGC		Clinical Governance Committee.

COSHH	Control of Substances Hazardous to Health regulations.

CPOD	Corporate People and Organisation Development.

CS		Clinical Supervisor.

CSSD	Central Sterile Supply Department.

DB		Device Bulletin.

DFU		Directions for Use.

DHSC	Department of Health and Social Care.

DMDT	Departmental Medical Devices Trainer.

EC 		European Commission.

EIA		Equality Impact Assessment.

EM		Electro magnetic

EPR 	Electronic Patient Record.

ESR		Electronic Staff Record.

EU 		European Union.

FSN		Field Safety Notice.

FU		Formed Unit.

HEI		Health Equipment Information.

HOD 	Head of Department.

ICPT	Infection Control and Prevention Team.

ID		Identification.

IT	 	Information Technology.

MAST 	Mandatory and Statutory Training.

MDA	An agency within MHRA.

MDSG	Medical Devices Safety Group.

MDSO	Medical Devices Safety Officer.

MDT		Medical Devices Trainer.

MEIGaN	Medical Electrical Installation Guidance and Notes.

MHRA 	Medicines and Healthcare Products Regulatory Agency.

MIA		Master Indemnity Agreement.

NHS		National Health Service.

NHSE/I	NHS England/Improvement.

NHSR	National Health Service Resolution 

NICE	National Institute for Health and Care Excellence.

OEM	Original Equipment Manufacturer.

OSCE	Objective Structured Clinical Examination.

PAQ 	Pre-Acquisition Questionnaire.

PDR 	Personal Development Review 

PPQ		Pre-Purchase Questionnaire (PPQ).

SLA 	Service Level Agreement.

SOP		Standard Operating Procedure.

TRFT	The Rotherham NHS Foundation Trust.

UK		United Kingdom.

WEEE 	Waste Electrical and Electronic Equipment Regulations.
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ACQUISITION, DELIVERY AND COMMISSIONING OF MEDICAL DEVICES



1. Introduction

All decisions on the selection and acquisition of Medical Devices should be made in line with the Trust’s Procurement policy, which is available on the Trust’s intranet. The Procurement department will help to manage the selection process, including dealing with suppliers and arranging any necessary trials. The following points are included for general reference, but are not exhaustive, and advice should be sought from the Procurement department at all stages.



2. Delivery of Goods

Delivery will be to the Central Stores on A level, not individual departments, unless there is a specific requirement for the equipment to be commissioned in situ.

Upon receipt of the goods in the Stores, the storekeeper will check the packaging for damage and will ensure that the correct number of parcels has been delivered and that the paperwork is generally in order. Due to problems identifying complex equipment the storekeeper will not open the packaging or disturb the goods.

The storekeeper will then, according to the delivery instructions on the order, forward the equipment to Clinical Engineering or inform Estates that the equipment is in the stores and arrange delivery to the user department and inform the service department 



3. Acceptance of Goods

Acceptance tests are intended to ensure that functioning equipment has been delivered, not to ensure that the right equipment was ordered. Tests are carried by clinical engineering for equipment they are responsible for and Estates for areas of their responsibility. 

Acceptance testing is not about ensuring that equipment has the right to be CE marked; type tests may be destructive. Acceptance testing should be scaled to match the degree and nature of the risk the equipment presents. Simple visual tests, batch tests or individual tests may all be appropriate at different times. There is a balance to be struck between the time taken testing and the possible enhancement of end-user safety. Acceptance tests may also provide a safeguard against litigation.

The formal acceptance procedure ensures that the equipment:

· undergoes initial operational and safety checks 

· is incorporated into the equipment management system and added to the appropriate inventories 

· is commissioned and handed-over. 

· is not serviced in-house without service training (as appropriate to type) 

· that the level of testing is appropriate to the type of equipment and the risk it presents. 



4. Commissioning of Goods

Unless there are instructions to the contrary, such as where the supplier arranges commissioning, the Service Department (either clinical engineering or estates depending upon the equipment) will unpack, assemble, check and test the equipment. If any discrepancies or shortages are found they will be reported to the Procurement department who will undertake negotiations with the supplier.

The Service Department will check that the new equipment:

· is complete including accessories.

· is in proper working order and is safe to use, documenting all work carried out

· has been configured to their requirements, where a configuration document, signed off by the responsible clinician exists.

It may be appropriate for the Service Department to involve the Supplier and/or the owner in the acceptance procedure.

Clinical Engineering will set any internal clocks to Greenwich Mean Time. Where there is a user display or printout the users may reset the time to local time in accordance with their documented local policy. Clinical Engineering will ID label the incoming equipment and incorporate it into the Equipment Management System at this stage, but the equipment will not be indelibly marked or otherwise treated so as to preclude the return of goods.

Where service is to be in-house Clinical Engineering will:

· determine the base performance data required for later service testing. 

· ensure that service information is available and adequate to ensure safe future maintenance 

· register the Service manual in the Equipment Management System. So that subsequent updates may be applied 

· The service department will endeavour to obtain an electronic copy of the user instructions 

After ensuring that the equipment is safe to use the Service Department will arrange delivery to the user: 

· the goods

· the user manual and any other user information

· the delivery notes

Where further commissioning is required the Service Department will liaise with the Original Equipment Manufacturer and user to confirm arrangements made by Procurement in the order. 

The owner must ensure proper procedures within the user department and when satisfied will - 

· return the delivery note to the stores.

· add the equipment to any local inventory.

· arrange user training.

· arrange introduction into use.

If the owner is dissatisfied with the quality of the goods, the Procurement Department will be informed. The Procurement Department will liaise with the Service Department and, if necessary, the supplier.
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FUNCTION OF EQUIPMENT INVENTORIES AND DATABASES; STORAGE OF MEDICAL DEVICES AND EQUIPMENT LIBRARY



1. Inventories and Databases of Equipment

The Trust fulfils its requirement to have a systematic inventory of all reusable medical devices and equipment used within the organisation by the use of the following inventories:

· Clinical Engineering Database

Clinical Engineering maintains an inventory, which lists durable, maintainable, serviceable, calibrate-able or test-able medical devices. This includes all the diagnostic and therapeutic equipment within the Local and Community inventories. New equipment is added to the inventory at the pre use checks stage 

· Estates and Facilities

Other electrical/mechanical items (with the exception of I.T. equipment) are registered on the Estates and Facilities Data Base. I.T. equipment is registered on a separate database kept by the I.T. department

· Specialist Departments

Some departments within the Trust operate their own inventory in its entirety liaising directly with suppliers regarding maintenance e.g. Sterile Services; Medical Imaging and Pathology. Those divisions, with specialist equipment, which use devices which were procured internally, then such information is to be enter manually.

· Local and Community inventories

Every ward / departmental manager will be responsible for maintaining a local ward/departmental inventory of diagnostic and therapeutic equipment used within their area.

· The Trust’s assets register

The Trust via the Finance Department operates an asset register for items over £5,000

In order to gain some assurance that procedures are working effectively and that information in the fixed asset register is accurate, complete and up to date, it is important that relevant managers periodically verify the equipment assets under their managerial control. Also, in conjunction with their Finance Managers, relevant managers should be assessing the remaining useful life of each asset on an annual basis, in accordance with the requirements of International Financial Reporting Standards.

At least once a year, the Financial Accountant will circulate details to relevant managers of information contained in the fixed asset registers. Positive verification and confirmation/or changes to this information must be returned in writing via the relevant Department or ward manager. This process will be facilitated by the central Management Accounts support function, with appropriate input from department/Directorate/FU representatives.

An up to date list of equipment assets will subsequently be produced, taking account of any changes identified from the process. This list will be circulated to relevant managers at the start of each financial year, in order to confirm their managerial responsibility for these assets.

Annual verification exercises will be undertaken by Department/Ward Manager to check the local inventories are kept up to date.



2. Storage of Medical Devices

All medical devices should be stored under appropriate conditions. Manufacturer’s information and instructions should give guidance as to the storage and shelf life of a device and as such should be followed.

The following general principals should apply to all devices: 

· Medical devices must not be exposed to wet or dirty conditions nor should they suffer extremes of temperature or humidity.

· Any storage system should allow easy retrieval of required items whilst being capable of satisfying the requirements of safe handling and storage as demanded by the Lifting and Handling regulations.

· Any items that may be deemed to be contaminated must be stored away from items ready for use and the area marked accordingly.

· It should be noted that some devices may require some form of user maintenance during storage such as the correct charging of batteries. Facilities to allow this to be undertaken should be provided within the storage area ensuring that an adequate environment is available, e.g. ventilation.

· Medical devices must not be stored in areas accessible to patients or the general public.

· A stock control system must be in place to remove the risk of ‘date sensitive’ devices being stored beyond their shelf life.



3. Equipment Library

Throughout the Trust there are many devices of various types suitable for inclusion in a library, items which are in intermittent use and variable demand.



Purpose

The purpose of the Library is to improve quality of supply of equipment in the following areas:

· Availability

· Appropriateness

· Decontamination status

· Routine service

· User Information;

· a copy of the DFU is available for every equipment type

· bulletins are issued where issues arise.

Centralising supply allows:

· Increased cost effectiveness of equipment usage leading to a reduction in stock consistent decontamination procedures, to reduce cross infection risk.

· Standardisation, leading to reduced complexity in consumable supply rationalised technical service

· Simplified user training NB Staff must refer to DFU in prescribing and in using devices. Staff should be aware of essential information and contra-indications. Specifying a device from the Equipment Library constitutes prescription and so is restricted to appropriate professionals.



Location and Opening Time

The Library is situated on Level A and is manned during Clinical Engineering work hours, i.e. from 08:00 – 17:50 Monday to Friday. Outside these hours, access to the Library is by coded door lock to all staff acting on the instructions of a responsible professional user.



Process

The Library records the issue and return of all equipment using a computer running a version of the Clinical Engineering software. This ensures that equipment requiring service is identified automatically and such service is undertaken with minimum disruption of supply and down-time.

Staff from an area requiring equipment will collect the equipment and will return it having completed the return sheet issued with the equipment detailing any faults experienced (even if a null return) and certifying that normal decontamination procedures have been followed.

On return of the equipment to the Library:

· required data will be downloaded or recorded,

· further decontamination required will be organised,

· required maintenance undertaken,

· necessary pre-issue checks will be completed,

· default settings invoked by Clinical Engineering staff .

At this time the items will be made available.

Records will be kept detailing the current status of all items and periodic recalls to locate lost equipment undertaken. When equipment in the library is running at low / empty levels, the Manager of the Library will request the communication team to circulate an e-mail requesting the return of equipment not in use to improve availability.

In addition to equipment issue the Librarian is involved in equipment selection, and recommends equipment requiring replacement and suitability based on frequency of use, reliability, feedback from users etc.



[bookmark: S1_A3]SECTION 1

[image: A picture containing drawing

Description automatically generated]APPENDIX 3

[image: ]









MAINTENANCE AND DECONTAMINATION OF EQUIPMENT



DECONTAMINATION OF MEDICAL EQUIPMENT PRIOR TO SERVICE OR REPAIR



1. Introduction

Appropriate decontamination reduces the risk of transmission of infection to patients and staff. The method of decontamination varies dependant on the type of equipment.



2. General Principles

The manufacturer’s guidelines must be followed when undertaking decontamination of medical devices. If these are not available advice must be sought from:

· Line Manager

· The Infection Prevention and Control Team

· Clinical Engineering

· The Infection Prevention and Control Team will:

· Review all Pre Acquisition Questionnaires (PAQ’s) in regard to decontamination of all new Medical equipment and devices and advise if there are any restrictions to purchase in regard to decontamination methods. Advice will be sought from Sterile Services Manager where sterilisation is the method required.

· Provide expert technical advice for equipment that has become contaminated which has been purchased prior to the review of PAQ’s or where contamination was from an unexpected source.

· Work with the Trust Decontamination Lead for equipment, the Facilities Manager who leads environmental decontamination and the Waste Manager when appropriate in regard to the decontamination or disposal of medical equipment.

NB For further information and guidelines on the decontamination of medical equipment/devices please refer to the Trust’s Decontamination Policy.






MAINTENANCE AND CALIBRATION OF MEDICAL DEVICES



1. Introduction

Effective maintenance is essential if medical equipment is to function as intended and to prevent breakdown that could limit availability of care or be harmful to patients (National Audit Office Survey of Acute Trusts)



2. In House Maintenance

The Maintenance of medical equipment will be monitored, commissioned or supervised mainly by one of three in-house service agencies:

· Estates

· Clinical Engineering

· Sterile Services Department (CSSD)

With input from other departments and topic specialists for example:

· Directorate of Medical Imaging 

· Pathology

· Manual handling

· IT

· Tissue viability

NB Any required external orders and contracts are placed in conjunction with Procurement. See Appendix 1



2.1. Scope

This applies to any repair/maintenance, to any in house agency, and to external agencies by reason of the monitoring role of the in-house agency.



2.2. Pre-purchase

During the pre-purchase negotiations the need for and level of in-house service agency involvement will be established and an SLA agreed between the budget holder and the in-house service agency. Necessary budget transfers will be agreed.



2.3. Repair

Where an item is recognised as being, or thought to be, in need of repair by users they will:

· isolate and label the item using an agreed standard label, and inform the maintenance agency/topic specialist

· Ensure the equipment is clean / decontaminated and complete a decontamination certificate to go with the equipment.

· Complete a Datix incident report detailing the details of the fault and how (if known) the fault / damage occurred

· Where a topic specialist has been informed he/she may resolve the issue or may pass it to the in-house agency if the issue is resolved then the specialist will record the action taken.

· The in-house service agency will undertake or arrange repairs in a manner consistent with best practice and the manufacturers’ instructions. The repair will be recorded in the Clinical Engineering database.

The in-house service agency will ensure that service staff are appropriately trained to carry out repairs. Training may be in-house or provided by an outside agency (often the manufacturer). Training may be specific or generic, formal or informal as appropriate. The source, level, scope, type and date of training will be recorded within an individual’s training record.



2.4. Routine (also known as Planned Preventative or Scheduled) Maintenance

When equipment is added to the maintenance inventory any routine maintenance will be specified. This will include the actual need for routine maintenance, its period and type, and the agency to undertake the work. This may be in-house or may by a contractor supervised by the in-house agency.

The in-house agencies will inform users of routine in-house maintenance requirements in an appropriate manner; this may be communicated:

· in a written format, email, etc

· by a yellow label on the equipment informing the user when it was tested and when the next retest is due.

· verbally as may be appropriate. Appropriate notice will be given.

The in-house agencies may be required to facilitate external contractor service. The in-house service agency will undertake or arrange agreed maintenance in a manner consistent with best practice and the manufacturers’ instructions taking into account local circumstances, frequency of use, etc.

Any calibration results will be recorded as part of the equipment history.

The equipment will be returned in a condition suitable for use with accessories as appropriate. Where appropriate the users will be informed of the need to check user controls, etc. or the controls will be set to zero or other safe default settings.

It is the responsibility of the users to:

· be aware of the need for and the schedule of routine maintenance

· release equipment for maintenance

· ensure that the equipment is safe and clean before maintenance and complete a decontamination certificate to accompany the equipment.

· satisfy themselves that maintenance is undertaken

· ensure that equipment is safely reintroduced into service

· ensure that a job reference number is obtained






2.5. Calibration

· A device subject to in-house maintenance by Clinical Engineering which needs calibration (as described in a service manual) is calibrated at the time of service. The service requirement of many machines is in fact limited to test and calibrate

Clinical Engineering, as all manufacturers or agents, generally do not differentiate between calibration and other service except in as much as different service periods require different activity, e.g. a machine might be tested/calibrated 6 monthly, serviced annually and batteries changed three-yearly.

Clinical Engineering keep records of the tests/calibrations carried out by Clinical Engineering and others, this system will be able to provide the Trust with information on the Trust’s status in regard to the calibration of devices within specified time scales.



2.6. User Service

Where the user manual specifies the need for users to regularly undertake service activity, e.g. cleaning, tests, checks and calibrations prior to, during or after use this shall be the responsibility of the user, including training and provision of required equipment and materials.



MAINTENANCE CONTRACTS

Maintenance of medical equipment will be carried out either ‘in house’ or by a contractual arrangement with either the manufacturer of the equipment or a third party agent.

A number of departments within the Trust have their own devolved budgets for maintenance of their equipment, namely but not exclusive to, Pathology and Medical Imaging. The remainder come under the Estates (& Clinical Engineering) or with the individual departments.

When departments submit bids for monies to be allocated against the Capital Programme or Trust Funds, for example, they are asked to provide a business case as to why they need that equipment. In addition, they are asked to state the total lifetime costs for that equipment and one of those figures should refer to any maintenance contracts. Energy/utility costs associated with operating the equipment shall be included as part of the ongoing revenue implication. When the order is placed to acquire the equipment, the maintenance requirements should be stated.

Procurement, in conjunction with Clinical Engineering, is responsible for the negotiation of maintenance contracts and maintaining a register of all external maintenance contracts and placing such orders with suppliers. A copy of all such orders is maintained within the Procurement Department.
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MEDICAL DEVICES ANNUAL REPORT

The annual report is the system in place for medical devices management, including risk management, to be monitored and reviewed by management and the board.



1. Executive summary - Overview of medical equipment activities within the Trust

· Organisation

· Activities

· Action Plan for the year



2. Description of Medical Equipment Management arrangements

· Medical Equipment Safety Group.

· Reporting line to the Trust Board

· Links to the Health & Safety Committee

· Reflection on how often the Committee has met during the year and the attendance of its members/nominated deputies



3. Review of the Previous Years activity based on the MDSG work plan

· Medical Device Incidents- review of the years incidents by category and location- identifying any trends

· Medical Device alerts received by the Trust

· Audit results of CAS audit

· Audit results from audits identified in the work plan

· Medical Devices Training

· Risks identified in regard to Medical Devices and progress against action plans

· Replacement Programme

· Performance against key indicators



4. Maintenance and Calibration

· Confirmation that the Trust’s annual physical verification exercise on its equipment base has occurred, and verification that any issues highlighted have resulted in risk assessments/actions plans completed as required.

· Confirmation that the MDSG has received exception reports maintenance and calibration issues and verification that any issues highlighted have resulted in risk assessments/actions plans completed as required.


























MEDICAL DEVICES POLICY









SECTION 2

DOCUMENT DEVELOPMENT, COMMUNICATION, IMPLEMENTATION AND MONITORING




8. [bookmark: P8]CONSULTATION AND COMMUNICATION WITH STAKEHOLDERS

This document was developed in consultation with:

· The Medical Devices Safety Group.

· Medical director.



9. [bookmark: P9]APPROVAL OF THE DOCUMENT

This document was approved by the Medical Devices Safety Group.



10. [bookmark: P10]RATIFICATION OF THE DOCUMENT

This document was ratified by the Trust Document Ratification Group.



11. [bookmark: P11]EQUALITY IMPACT ASSESSMENT STATEMENT

An Equality Impact Assessment has been carried out in relation to this document using the approved initial screening tool; the EIA statement is detailed at Appendix 1 to this section of the document.

The manner in which this policy impacts upon equality and diversity will be monitored throughout the life of the policy and re-assessed as appropriate when the policy is reviewed.



12. [bookmark: P12]REVIEW AND REVISION ARRANGEMENTS

The Chair of the Medical Devices Safety Group will ensure that this document is reviewed every three years unless such changes occur as to require an earlier review.



13. [bookmark: P13]DISSEMINATION AND COMMUNICATION PLAN



		To be disseminated to:

		Disseminated by:

		How

		When

		Comments



		Key individuals

Heads of Departments / Matrons

		Author

		Email

		When final version completed

		Request removal of paper copies. Instruct them to inform all staff of the policy including those without access to emails



		All staff within area of management

		Heads of Departments / Matrons

		Email / Meeting

		As soon as received from the author

		Ensure evidence of dissemination to staff  is maintained and paper copies are destroyed



		All staff

		Line managers

		Email / Meeting

		As soon as received from HOD / Matron

		Ensure evidence of dissemination to staff  is maintained and paper copies are destroyed










14. [bookmark: P14]IMPLEMENTATION AND TRAINING PLAN



		What (specific section of the document)

		How (e.g. production and completion of documentation)

		Associated action (e.g. where are forms kept, who restocks them?)

		Lead

		Timeframe



		Medical Device Management

		Workshops/meetings with approving committees/groups

Local induction

		

		Line Managers

		Within 3 months of publication of revised policy

Within 1st month of joining the Trust



		Medical Device Training

		Workshops/meetings with approving committees/groups



Local induction

		

		Line Managers

		Within 3 months of publication of revised policy

Within 1st month of joining the Trust



		Reporting of incidents

		Corporate Induction

		

		L&D

		Within 3 months of joining the Trust







15. [bookmark: P15]PLAN TO MONITOR THE COMPLIANCE WITH, AND EFFECTIVENESS OF, THE TRUST DOCUMENT



15.1 [bookmark: P15_1]Process for Monitoring Compliance and Effectiveness



		Audit / Monitoring Criteria

		Process for monitoring e.g. audit, survey

		Audit / Monitoring performed by

		Audit / Monitoring frequency

		Audit / Monitoring reports distributed to

		Action plans approved and monitored by



		Duties

		Have the duties been fulfilled by individuals and/or by the responsible committee

		Ward Manager / Matron / Heads of Department / Service / Divisional Directors

		Annually

		Medical Devices Safety Group



(Summarised within the annual report)

		Medical Devices Safety Group



		How the organisation includes all items of diagnostic and therapeutic equipment on an inventory

		Has the Trust’s annual physical verification exercise  occurred

		Confirmation at MDSG

Included in the annual report

		Annually

		MDSG and contained within the Annual Report

		Medical Devices Safety Group



Health & Safety Committee



		Process for ensuring that all reusable medical devices and equipment are properly maintained

		Have all reusable medical devices and equipment been maintained.

		Exception report re devices

Under 3 months over due

3-6 month over due

BME manager

Estates and Facilities Manager

		6 monthly

		Medical Devices Safety Group

		Medical Devices Safety Group



		process for ensuring that all reusable medical devices and equipment are repaired

		Have all reusable medical devices and equipment been repaired in line with the policy

		Exception report re devices 

Under 3 months over due

3-6 month over due 

BME manager

Estates and Facilities Manager

		6 monthly

		Medical Devices Safety Group

		Medical Devices Safety Group



		How the organisation identifies which permanent staff are authorised to use the equipment listed on the inventory.

		Is there evidence of training / competence for each member of staff/each piece of equipment 

		Ward Manager / Matron / Heads of Department / Service

		Annually

		Medical Devices Safety Group

		Medical Devices Safety Group



		How the organisation decides the training required.

		Is a training needs analysis undertaken?

Is the training included in the inventory?

		Ward Manager / Matron / Heads of Department / Service

		Annually

		Medical Devices Safety Group

(Summarised within the annual report)

		Medical Devices Safety Group



		How the organisation decides the frequency of updates required.

		Is the frequency of training / competence testing decided?.

		Ward Manager / Matron / Heads of Department / Service.

		Annually

		Medical Devices Safety Group

(Summarised within the annual report)

		Medical Devices Safety Group



		How the organisation records that all permanent staff completes training.

		Is there evidence of training / competence records for each member of staff/each piece of equipment

		Ward Manager / Matron / Heads of Department / Service.

		Annually

		Medical Devices Safety Group

(Summarised within the annual report)

		Medical Devices Safety Group



		How the organisation follows up those who do not complete training or have not demonstrated / declared competence

		Is there evidence that follow up has occurred?

		Ward Manager / Matron / Heads of Department / Service.

		Annually

		Medical Devices Safety Group

(Summarised within the annual report)

		Medical Devices Safety Group



		Action to be taken in the event of persistent non-attendance of training / competence testing.

		Is there evidence that non-attendance has been investigated?

Is there evidence that disciplinary action has been taken where appropriate? 

		Ward Manager / Matron / Heads of Department / Service.

		Annually

		Medical Devices Safety Group

(Summarised within the annual report)

		Medical Devices Safety Group







15.2 [bookmark: P15_2]Standards/Key Performance Indicators

This policy was written to comply with the NHS Resolution Risk Management Standards.
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EQUALITY IMPACT ASSESSMENT (EIA) INITIAL SCREENING TOOL

		Document Name:

		Medical Devices Policy

		Date/Period of Document:

		June 2021-24



		Lead Officer:

		Head of Estates Services

		Job title:

		Head of Estates Services



		

		

		

		

		



		|_|  Function

		|X|  Policy

		|_|  Procedure

		|_|  Strategy

		|_|  Other: (State)________________



		Describe the overall purpose / intended outcomes of the above: To ensure that all medical devices within the Trust are utilised in a safe and correct manner



		You must assess each of the 9 areas separately and consider how your policy may affect people of different groups within those areas.



		1.	Assessment of possible adverse (negative)  impact against a protected characteristic



		Does this have a significant negative impact on equality in relation to each area?

		Response

		If yes, please state why and the evidence used in your assessment 



		

		Yes

		No

		



		1

		Age

		

		

		



		2

		Disability

		

		

		



		3

		Gender reassignment

		

		

		



		4

		Marriage and civil partnership

		

		

		



		5

		Pregnancy and maternity

		

		

		



		6

		Race

		

		

		



		7

		Religion and belief

		

		

		



		8

		Sex

		

		

		



		9

		Sexual Orientation

		

		

		



		You need to ask yourself:

· Will the policy create any problems or barriers to any community or group? |_| Yes |X| No

· Will any group be excluded because of the policy? |_| Yes |X| No

· Will the policy have a negative impact on community relations? |_| Yes |X| No

If the answer to any of these questions is Yes, you must complete a full Equality Impact Assessment







		2.	Positive impact:



		Could the policy have a significant positive impact on equality by reducing inequalities that already exist?

Explain how will it meet our duty to:

		Response

		If yes, please state why and the evidence used in your assessment 



		

		Yes

		No

		



		1

		Eliminate discrimination, harassment and / or victimisation

		

		

		



		2

		Advance the equality of opportunity of different groups

		

		

		



		3

		Foster good relationships between different groups

		

		

		







		3.	Summary 

On the basis of the information/evidence/consideration so far, do you believe that the policy will have a positive or negative adverse impact on equality?  



		Positive

		

		Negative



		HIGH |_|

		MEDIUM |_|

		LOW |_|

		NEUTRAL |X|

		LOW |_|

		MEDIUM |_|

		HIGH |_|



		Date assessment completed: 16 Jun 21

		Is a full equality impact assessment required?

		|_| Yes

		|X|  No



		Date EIA approved by Equality and Diversity Steering Group:

		Submitted

		16 Jun 21
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