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TRUST POLICY AND PROCEDURE FOR THE COMPETENCY AND TRAINING 
REQUIREMENTS CONNECTED WITH MEDICAL DEVICES 

1. Introduction  

The increasing complexity of modern healthcare management has brought with it great risks, 
namely in the form of the misuse of the equipment required to deliver it.  

The processes to deliver these complicated investigations or therapies often require an in-depth 
knowledge and skill to ensure best outcomes for the patients. This Policy indicates the processes 
for identifying the levels of training and assessment needed for the variety of equipment held on 
University Hospitals of Derby and Burton NHS Foundation Trust’s (the Trust) lists (See Appendix 
1). 

The Trust currently has tens of thousands of devices on its inventory, to make this manageable 
they have been further categorised into 100 plus sub-groups to allow for assessment of the 
inventory of all equipment used at Appendix 2. 

2. Purpose and Outcomes  

In order to assist in the management of risks within the organisation, the Trust needs to be assured 
that it is in a position where only practitioners assessed as appropriately competent will operate 
Medical Devices. The objective of this Policy is to ensure the necessary arrangements are in place 
to achieve this.  

This Policy supports the Trust and professionals working within it, to better meet their respective 
moral, professional and legal duties of care, with respect to their own professional body’s codes of 
conduct, Health and Safety Law, Care Quality Commission: Essential Standards of Quality and 
Safety (2012), Section 20 of the Health and Social Care act (2008), and standards Outlined by EU 
Regulations for Medical Devices and the Medicines and Healthcare Regulatory Agency 

It identifies: 

 Links to the Trust inventory of diagnostic equipment 

 The process for identifying which permanent staff are authorised to use equipment 

 The process to determine the training required and the frequency of updates 

 The process for ensuring that the training needs are met. 

This Policy also supports the management of the NHS Commissioning Board Special Health 
Authority, and Medicines and Healthcare Regulatory Authority (MHRA) alert systems, allowing for 
a co-ordinated and corporate approach to some of these notices.  

This Policy excludes Pathology and Radiology as they complete competence as per UKAS 
accredited process (see Appendix 5) 
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3. Definitions Used  

Medical Device For the purpose of this Policy a Medical Device is considered to be: 

 Equipment used in the diagnosis / treatment of disease, or the monitoring 
of patients and is serviced/maintained via Clinical Engineering 

 Equipment used in life support 

 

In day to day use the terms medical ‘device’ and ‘equipment’ are often 
interchangeable. This Policy applies primarily to re-usable electro-
mechanical medical equipment. 

‘Ordinary’ or ‘Domestic’ type equipment used in the assessment of patients 
is not deemed as a Medical Device; therefore competency records are not 
required under this Policy. However, competency of the equipment will need 
to be included in the learning process of this patient assessment. 

Training and 
Competency 

To be competent is to be adequately qualified / trained and proficient to 
safely operate the Medical Device. 

 Training is generally instruction of a practitioner in the operation of a 
Medical Device and the clinical applications. This includes reference to 
identification of faults and methodology for corrective action. The level of 
competency / training will be directly related to the risk category   

 Competency is considered as a verified assessment and recorded by 
other recognised competent individuals, preferably a Link Trainer / 
Assessor, only being valid if recorded upon the Trusts Central Database 
(Appendix 6) 

Practitioner For the purpose of this Policy a practitioner is considered to be: 

 Clinical staff setting up a Medical Device prior to operation 

 Clinical staff involved in operating a specific Medical Device 

 Clinical staff involved in testing / calibrating and / or maintaining 
equipment prior to or during the operation of a Medical Device. 

Loan equipment There are two varieties of loaning that occur in the Trust. Firstly there is the 
situation where equipment owned by ourselves is ‘loaned out’ to other 
organisations / patients / carers but ultimately is returned to us. Secondly 
there is the situation where equipment is ’loaned in’ that is actually owned 
by another organisation.  

Training Needs 
Analysis 

This is a local assessment of devices used within that area, it identifies staff 
grades that should be competent, and how that competency should be 
gained, with an indication of how frequently it should be reassessed 
(Appendix 4).  
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4. Key Responsibilities / Duties 

4.1 Individual Staff 

Staff must be aware that they have an individual responsibility to achieve and maintain their 
competency, with regard to Health and Safety Law, professional accountability and Trust Liability.  

They should recognise their own limitations, with regard to using equipment, and appreciate the 
issue of review dates once competency has been stated. Monitoring of these points with their 
respective managers could be via annual performance review, recording this information on the 
Trust’s central database is required for recognition. 

4.2 Department Co-ordinating Staff (Link Trainer / Assessor) 

All wards and departments have a local equipment training co-ordinator, which is the senior ward 
sister / department head. This role can be delegated as a development opportunity to other staff in 
the department, but the responsibility for the compliance remains with the department head.  

This co-ordinator role is responsible for ensuring that: 

 All staff have undergone appropriate competency assessments and attended the relevant 
training courses for equipment used in that area. (Appendix 6) 

 All competencies are up to date 

 All competency records are complete and up to date. Verified Assessment Forms may be 
used (Appendix 3) 

 All competencies are reported to the Equipment Library (Patient Safety) for entry onto the 
Trust Database 

 Their respective area’s “Training Needs Analysis” is current, valid and fit for purpose. 
(Appendix 4). 

4.3 Non-Trust Staff 

All staff working as members of this Trust - providing service in areas managed by this Trust, e.g. 
Locum, Agency, Academic staff, and Students will adhere to this Policy.  

4.4 Divisional Leads 

Each clinical division will have at least one nominated individual at Divisional level which will; 

 Represent the Division at the Medical Devices Product User Group (MDPUG) 

 Provide Action Plans and updates from their divisional subgroups / forums to meet 
identified problems, or reporting positive outcomes 

 Identify within the Corporate and division groups’ terms of reference, specifically identifying 
the manner and frequency of reports  

 Provide information / feedback to their respective divisional reporting systems and groups 
from the Trust Medical Devices Leads. 
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4.5 Equipment Library Manager and Clinical Specialist (Medical Device Safety Officer 
MDSO)  

Is the Trusts appointed Medical Devices Safety Officer. Manages the Medical Devices Training 
Team, Chairs the Medical Devices Product User Group and Medical Devices Operational Group, 
reporting to the High Level Medical Devices Group.  

4.6 Equipment Library Senior Trainer and Specialist (Lead Medical Devices Training Co-
ordinator LMDTC) 

Co-ordinates and manages the introduction of new devices and technology through links to 
Purchasing and Commissioning, also has powers to quarantine equipment until acceptable training 
levels are attained and registered. The Lead Medical Devices Training Co-ordinator will review the 
progress on all aspects of the policy as part of the regular reports, reports to the MDSO and is 
responsible for reporting at Trust level (at MDPUG, Education Training and Development Group 
ETD). 

4.7 Corporate Clinical Equipment Trainer / Officer (CET)  

The CET is responsible for the monitoring and reporting of compliance. 

Assists LMDTC to co-ordinate and facilitate the introduction of new devices and technology across 
the Trust. 

Provides regular training and competency assessment sessions in support of the above and is 
responsible for the auditing of departmental and individual’s competency records, reporting directly 
to LMDTC and Clinical Governance Facilitators (CGF). The CET is responsible for training and 
supporting Link Trainers / Assessors.  

The CET is also responsible for reviewing and updating corporate training packages / material and 
Intranet pages.  

4.8 Trust Executive Medical Director 

This is the Executive lead for medical device management within the Trust. This post receives 
reports on compliance from LMDTC and CET, on behalf of the Trust board, in the MDPUG forum, 
these will be provided quarterly as a minimum, but every two months would be considered the 
norm.  

MDSO will refer issues of significant risk / concern directly to the Executive Medical Director for 
information and support of any remedial action plans. 
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5. Managing Medical Device Competency (CQC Outcome 11:Reg 16) 

To manage the risks of equipment utilisation this must be appropriately assessed to enable 
reasonable and targeted steps to be undertaken. Use of equipment outside of these requirements 
constitutes a hazard to our patients (and staff) welfare, and as such opens the individual(s) 
involved to disciplinary action. 

5.1 Risk Categorisation of Equipment on the Inventory 

Categorisation of the medical equipment (registered upon the Clinical / Medical Engineering 
Department’s database – AIMS/e-Quip: EU/UK Medical device regulations 4.8): is via risk 
assessments (Appendix 1) performed in conjunction with the Medical Devices Training Co-
ordinator, Clinical Equipment Trainers and any Trust experts. This is on introduction of new 
equipment to the Trust, or by request of Department Co-ordinating Staff. This information is 
published through the Medical Devices Intranet pages. 

5.2 Process for Identifying Which Staff are Authorised to use Equipment Identified on 
the Inventory (EU regulations for MDR and IVDR 3.5.2) 

Working with the Department Co-ordinators, a training needs analysis of devices, both available 
and required for department function will be performed by the CET, every two to three years to 
identify the appropriate training and assessment for the staff in those areas to receive; this will 
identify grades and frequency of assessment if different to Trust standards (Appendix 4). 

The details of the Training Needs Analysis will be held on a central database, and the responsibility 
for these assessments lies at departmental level but requires ratification and recognition by the 
CET and LMDTC, maximum period between re-assessment is considered two to three years. 
Assessment documentation may change over time, thus a record of old assessments will be held 
corporately. 

5.3 Staff Training and Assessment Requirements 

As a result of the two previous processes all equipment will be classed as extreme, high, medium 
or low risk. For each category staff will hold competency that will require reassessment.  

For each category a maximum reassessment period has been identified.  

Extreme:  3 years Max 
High:   5 years Max 
Medium:  8 years 
Low:   10 years 

Reassessment can be identified as being required more frequently if equipment is used 
infrequently (i.e. Defibrillators), users are assessed annually. 

Reassessment can also be identified as being required more frequently for different areas by the 
LMDTC and CET in discussion with ward sisters / dept. lead (i.e. Surgery day case ward use 
syringe drivers infrequently, whereas Intensive Care use them frequently). This will be shown on 
each area’s Training Needs Analysis. 

Reassessments prior to expiry are not discouraged; they may be used if staff are deemed to need 
reassessment i.e. return to work, disciplinary proceedings or improving on good practice in 
demanding areas. 

Staff groups / individuals equipment competency checks are in the form of an assessment 
undertaken by local equipment training co-ordinators requiring a level of verification. Allowing, 
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where a deficit is detected, a competency / training package to be undertaken (summarised 
below).  

New but experienced staff will be able to undertake a fast track version of the competency / 
training package, whereas, new but inexperienced staff members wishing to use any of the 
equipment, will be required to complete full competency / training packages.  

 

 

To be competent is to be adequately qualified / trained and proficient to safely operate the Medical 
Device. 

 Training is the instruction of a practitioner in the operation of a Medical Device. This 
includes reference to identification of faults and methodology for corrective action. The 
level of competency / training will be directly related to the risk category.   

 Competency for all Medical Devices, is considered as a verified assessment and 
recorded by other recognised competent individuals, preferably a Link Trainer / 
Assessor - only being valid if recorded upon the Trusts Central Database. 

 
Self-assessment is not supported at the Trust 
 

Records of competence are completed at, and may be kept at ward level. All competencies must 
be submitted to the Equipment Library by an authorised electronic notification. i.e. from the local 
coordinator or team leader (See Appendix 6). Records are then added to the individual’s records 
within the Trust’s database These records are to be audited by the CET for departmental 
compliance at least once every six months, depending on the departments historical compliance; 

 Compliance of >95% = re-audit 6 months 

 Compliance of >75% = re-audit 3 months 

 Compliance of <75% = re-audit 1 month 

All results to be reported by the CET directly to the LMDCT and CGF’s. 
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5.4 User Error Incidents 

Individuals involved in an incident where the use of the device is demonstrated as incorrect would 
need to receive re-training and re-assessment. If a High or Extreme risk device is involved the 
individual is to cease using the device until re-assessment is complete. 

5.5 Escalation Procedure 

Training 

Non-attendance at booked Central Training is to be escalated to the line manager of the staff not in 
attendance. Line Manager is then to re-book the staff onto the Training. 

Persistent non-attendance (3 or more) will be escalated to the area Matron and the Divisional CGF. 

Compliance 
 
Non-compliance (<75%) of Departmental Competency Records is to be escalated to the area 
Matron and Divisional CGF. 
 
Persistent Non-compliance is to be escalated to the Senior Management Team and Head of 
Patient Safety. 

 

5.6 New Equipment 

When new equipment enters the Trust (this includes new technology and different makes / models 
to those previously found in the Trust) after meeting the necessary needs of the Change in Clinical 

Practice Policy the department / staff will need to consider its risk banding. This is so that they are 
aware of the degree of competency / training that would be required i.e. for extreme / high-risk 
pieces of equipment a higher / more tightly defined level of competency / training would be 
applicable. Any corporate level risk assessments will be registered upon the central list. 

5.7 Quarantine Process 

A holding / quarantine period will apply to all applicable new equipment entering the Trust (this is in 
line with the formal acceptance procedures). It will be clearly marked as quarantined. The process 
of quarantine will vary with the device in question, ranging from the device(s) being held away from 
the clinical areas, to strict use and user guidelines.  

All quarantine processes will be negotiated with the LMDTC; no device will be released from 
quarantine until these formally agreed criterions have been met. This allows the Trust to ensure 
that all devices are used by or under direct supervision of an appropriately competent and trained 
practitioner (CQC Outcome 11:Reg 16).  

This process is intended to encompass all levels of staff within this Trust. 

5.8 Loan Equipment 

The quarantine process will apply to Equipment Loaned into the Trust. Direct supervision of the 
Trust user by an authorised representative of the loaning agency will generally be required. 

The loan of equipment from the Trust to individuals / other organisations puts the responsibility on 
the authorised referring Professional to ensure the users have a valid understanding of the safe 
use of the device, including emergency contact numbers (if appropriate) and have competent 
written instructions, to enable correct use and simple trouble shooting.    
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5.9 Training Events  

These may be organised locally or centrally, they need to be agreed and monitored via the CET, 
specifically for relevance, consistency and for validity. 

5.10 Records of Competency  

These must be submitted to the Equipment Library / Patient Safety to be registered upon the 
Trusts Central database to be considered valid, the original signed copies may be held by the 
department where the staff member is based(See Appendix 6). Trust approved documentation is 
available on the Trust Intranet for these assessment records (see Appendix 3). The central records 
are to be audited by the LMDCT / CET for departmental compliance at least once every six 
months, depending on the department’s historical compliance. These will be made available to the 
appointed Divisional Lead for Medical Devices Training. Notification is either by an electronic 
Competency Reporting Form, part of Medical devices web pages or by email to the Equipment 
Library administration, for input. 
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6. Monitoring Compliance and Effectiveness   

 

Monitoring Requirement : 
Compliance is reliant upon the efforts of the trainers and assessors, 
their diligence in the observation of their colleagues requires 
recording on the Trust data system. Compliance requires a “Training 
Needs Analysis” to be available for each area, identifying equipment 
used upon that area and how competence is achieved and 
measured (see Appendix 4) 

Monitoring Method: A report will be produced from this system each time the CET / 
LMDCT completes an audit of departmental records. Each report 
will display overall department compliance and identify which 
individuals require competency assessment and submission of 
records. These reports will be made available to the Team leader, 
and Link Trainer / Assessor of each department audited. An overall 
accumulative formal report will be produced from these 
results and will be reported directly to the Clinical Governance 
Facilitators and Divisional Lead for sharing at MDPUG. Failing 
Departments will be provided with guidance and support from the 
CET and will be audited monthly until compliance >75% 

Report Prepared by: LMDTC  

and CET 

 

Monitoring Report 
presented to: 

MDPUG 
 
 

Frequency of Report 6 monthly 
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Appendix 1 

Risk assessment of equipment for training 
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Appendix 2 

Risk assessed equipment list 

Device type 
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Fetal Heart Monitor 3 5 15 E 

Defibrillator 3 4 12 E 

Intra Aortic Balloon Pump 3 4 12 E 

Resuscitator 3 4 12 E 

Syringe Driver 3 4 12 E 

Volumetric Pump 3 4 12 E 

X-ray Contrast Injector 3 4 12 E 

Electrosurgical Diathermy 3 3 9 H 

12 Lead ECG 3 3 9 H 

Surgical Lasers 3 3 9 H 

Anaesthetic Machine 2 4 8 H 

Autologous Transfusion Device 2 4 8 H 

Dialysis Machine 2 4 8 H 

Neonatal Incubator 2 4 8 H 

Patient Moving Equipment 2 4 8 H 

Pneumatic Tourniquet 2 4 8 H 

Ultrasonic Coagulator 4 3 9 H 

Ventilator  2 4 8 H 

Fetal Heart Doppler 2 3 6 M 

Suction - Electronic 2 3 6 M 

Major Radiotherapy Equipment 2 3 6 M 

Suction - Gas 2 3 6 M 

Cleaning/Disinfecting System 2 2 4 M 

Enteral Feed Pump 3 1 3 M 

Function Testing 2 2 4 M 

Patient Observation Monitoring 3 2 6 M 

Point of Care Testing 3 2 6 M 

Respiratory Advanced 2 3 6 M 

Respiratory Basic 2 2 4 M 

Ultraviolet Therapy 2 2 4 L 

Tables & Couches 1 3 3 L 

Other Lighting - Clinical 1 3 3 L 

Medical Gases and Flowmeters 1 3 3 L 

Ophthalmic Equipment 1 3 3 L 

Plaster Cutting 3 1 3 L 

7 bar Theatre Air Tools 2 1 2 L 

Beds and Mattresses 1 4 4 L 
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Breast Pump 2 1 2 L 

Fluid Warming 1 1 1 L 

Intermittent Pneumatic Compression Kit 2 1 2 L 

Neurophys Devices 2 1 2 L 

Non-diagnostic Ultrasound 1 1 1 L 

Pneumatic Theatre Kit 2 1 2 L 

Electronic Scales 1 2 2 L 

Non-Path Microscopy 1 1 1 L 

Endoscopes 1 3 3 L 

Endoscope Cleaning Systems 1 3 3 L 

Orthopaedic Equipment 1 2 2 L 

Patient Trolleys 1 1 1 L 

Patient Warming and Cooling  1 1 1 L 

Pulp Product Macerator 1 1 1 L 

Pressure Infuser 1 1 1 L 

Scintillography 1 1 1 L 

Deep Tissue Metal Detector 1 2 2 L 

X-ray Equipment 1 2 2 L 
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Appendix 3 - How to use this form. 
1. Identify the equipment you should be able to use with the Training Needs Analysis 

for your area. (This is available on request and the Medical Devices Website) e.g. 

            

2. Follow the process below. 

               

Training needs 

assessment

Training

Supervised 

practice

Assessment

New member of staff, or staff requiring previous 

training and or experience to be considered 

Training requirement identified by reference to assessment 

documents, NB this could be NIL

Supervised practice, time required for this identified by 

previous boxes, NB this could be NIL

Assessment of safe equipment use, to then register on the

Trust's Skills Inventory/Database.

  

3. Consider the questions below with respect to the identified equipment. The training 
provided to you will allow you to answer the following.  

Am I confident 

 That I know what this piece of equipment is used for and what are its limitations? 

 I am not confusing this piece of equipment with another similar but inappropriate 
device? 

 I know if the equipment is safe and ready for use? 

 That I have all the materials needed for this task? 

 That I am aware of the common risks that occur in using this device, and that I can 
minimise these risks? 

 I can recognise if the equipment is operating normally, and would recognise a fault? 

 I know what to do when something goes wrong? 

 I know of the procedures to safely clean or decontaminate the device, and if they are 
needed? 

 I am aware of issues affecting the safe storage of the equipment after use? 

 
4. Use the ‘Competency Reporting Form Generator’ available on flo to send these records 

http://flo/depts/nonclinical/medical-devices/documentation/
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Appendix 4 

Example Training Needs Analysis logo issue again 

Please note layout of this form includes a date of completion and specific area identifiers 

  

 

Details of all equipment are recorded centrally. 
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Appendix 5 

Pathology Accreditation 

OVERVIEW OF THE ACCREDITATION PROCESS  

Accreditation is an on-going business process rather than a one-off achievement. Laboratories are 
assessed annually, confirming that they are continuing to operate according to strict standards. 
Derbyshire Pathology sits within the Trust and currently has 3 accreditation numbers  RDH 9803, 
Chesterfield Royal Hospital (CRH) Blood Sciences 9807 and CRH Microbiology 9096. 

The accreditation is against international standards (ISO 15189), Department of Health codes of 
practice, professional codes of conduct and best practice. References for all of these are available 
on the UKAS website [https://www.ukas.com]. 

 

The Pathology Accreditation process  

For any laboratory seeking accreditation, United Kingdom Accreditation Service (UKAS) will carry 
out an assessment to ISO standard 15189 to establish that:  

 The laboratory is impartial 

 The laboratory is technically competent to do the work in question 

 The resources and facilities are appropriate and sufficient for the work 

 The laboratory’s actual performance is to the required standard 

 The laboratory is capable of sustaining the required level of performance.  

 
The first step in seeking accreditation is for an applicant to assess themselves against the relevant 
ISO Standards 15189 (Medical Laboratory – Requirements for quality and competence) and then 
submit a completed application form to UKAS accompanied by a copy of the organisation’s Quality 
Manual.  

 

On receipt of the documentation the applicant is enrolled and UKAS assesses the application. If 
the application is not acceptable the department remains enrolled and UKAS assists the medical 
laboratory with progressing its application. If the application is acceptable arrangements are made 
for an assessment visit. This is carried out on site by a team consisting of an Assessment Manager 
and Peer assessors appointed by UKAS.  

 

Following the on site assessment, a report is submitted to UKAS by the assessors. The report may 
recommend accreditation, identify conditions that must be met before accreditation is granted, or 
recommend that accreditation be refused and the applicant advised to reapply at a later date. The 
Assessment Manager will consider the recommendations and issue a decision. The final decision 
about accreditation status rests with UKAS. 

Without UKAS accreditation the Laboratory would not be able to provide services. 
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Appendix 6 

Medical Device Competency Reporting Process 
 

Training Needs Analysis 

 Use Ward / Department’s Training needs Analysis (TNA) to ascertain which devices 
staff should be competent in. Different grades of staff will be able to use different 
devices. (Available at request from Russel Turner or attached to evaluation 
document) 

 
Competency Standards 

1. They know what this piece of equipment is used for and what its limitations are? 
2. They are not confusing this piece of equipment with another similar but inappropriate 

device? 
3. They know if the equipment is safe and ready for use? 
4. They have all the materials needed for this task? 
5. They are aware of the common risks that occur in using this device, and can 

minimise these risks? 
6. They can recognise if the equipment is operating normally, and would recognise a 

fault? 
7. They know what to do when something goes wrong? 
8. They know of the procedures to safely clean or decontaminate the device, and if they 

are needed? 
9. They are aware of issues affecting the safe storage of the equipment after use? 

 

Assessment 

 Verified Assessment to be done by Link Trainer or other competent staff 

OR 

 Quick sign off by Senior Sister to confirm staff are competent on listed devices 

 

Reporting Competencies 

 E-mail competencies to dhft.equipmentlibrary1@nhs.net  via Competency Reporting 
Form Generator on Flo (Preferable) this isn’t correct as it isn’t flo and is it still a dhft 
email address? 
 
OR 

 
 E-mail quick sign off form to dhft.equipmentlibrary1@nhs.net   

Inputting 

 Competencies will be inputted onto Trust Central Database within 2 weeks of receipt 

 Target Compliance for each department is >95% 

 Compliance evaluations will be done at least every six months 

 

 

mailto:dhft.incidentinvestigations@nhs.net
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