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Integrating practice management and compliance





	[Insert practice logo here]


Our Equipment and Medical Device Safety Policy
[Insert name of dental practice] 

Date of adoption: 
Purpose
This policy sets out how this practice complies with legislation and guidelines pertaining to medical devices and equipment in as much as it is the responsibility of the employer to provide safe plant and machinery and comply with legislation relevant to medical devices and equipment.  
This policy should be read in conjunction with our Health &Safety Policy
[Add any other desired outcomes here] 
Background
Our policies establish internal organisational standards which support our team to meet external standards. This particular policy is required to comply with the following legislations and guidelines: 

Applicable legislation:  
· Health and Safety at Work etc act 1974 

· Health and Social Care Act 2008

· Medical Devices Regulations 2002

· Electricity at Work 1989
· Pressure Equipment Regulations 1999 (PER)
· The Ionising Radiations Regulations 1999 (IRR9)
· Provision and use of Work Equipment Regulations 1998 (PUWER)

· Lifting Operations and Lifting Equipment Regulations 1998 (LOLER)

Applicable guidelines:  Guidelines about safe use of equipment are available from:
· The Medicines and Healthcare Products Regulatory Agency (MHRA)  (medical devices) 
- please do sign up for updates to your inbos
· Public Health England’s (PHE) Centre for Radiation, Chemical and Environmental Hazards
 - equipment used for radiography (formerly The Health Protection Agency (HPA)
· Health Technical Memorandum 01-05 (HTM 01-05) 2013 
– equipment used for infection control
· Health and Safety Executive (HSE)
- understanding Provision and Use of Work Equipment Regulations 1998 (PUWER) and Lifting Operations and Lifting Equipment Regulations 1998 (LOLER)
· General Dental Council (GDC) dental appliances – custom medical devices)

The term 'medical device' covers all products, except medicines, used in healthcare for the diagnosis, prevention, monitoring or treatment of illness or disability. Dental appliances, which are made for a specific patient, are ‘custom-made devices' 

[Add any other rationale for this policy here] 
Scope

All team members, whether permanent, temporary, employed or contracted to provide services at or on behalf of the practice, are responsible for ensuring that they are aware of and comply with the requirements of this policy as well as the procedures and guidelines supporting it. 

Associated Procedures

This policy is underpinned by the following procedures/guidelines:
Risk management procedures
Risks created by use of the equipment are eliminated or controlled by:
· taking appropriate ‘hardware’ measures:
· evaluating and selecting equipment which is appropriate for its intended purpose

· providing suitable guards, protection devices, markings, warning labels/devices, system control devices (e.g. emergency stop buttons) and personal protective equipment (PPE)

· taking appropriate ‘software’ measures by providing adequate information, instruction and training (IIT) to ensure equipment is only operated by staff trained and competent in its use, and all team members follow safe systems of work :
· Staff must not bring appliances into work. 
· Electrical equipment must never be handled with wet hands
· Equipment must be decontaminated after use

· In the event of malfunction, disconnect equipment from the mains supply

· Report faults immediately and take the device out of use until repaired
· Only perform maintenance when equipment is shut down

Periodic testing procedures
Equipment is maintained according to manufacturer’s instructions.  

· Electrical equipment:  The Workplace Safety Lead [insert name] performs regular visual inspections of all electrical equipment including portable appliances. Inspection and electrical testing of both portable and fixed appliances is performed every [   ] years  (and at least once in every 5 year period) by a competent person [insert name of contractor].
· Pressure vessels:  All pressure vessels such as but not limited to autoclaves & compressors carry insurance and are serviced and maintained as per the manufacturers’ instructions within the correct time frame.  

· Radiation equipment:  With regards to radiation, the radiation employer and legal person are one and the same to this end will ensure that all equipment is serviced and maintained at recommended intervals.  

· Decontamination equipment:  Manufacturer’s instructions and various ISO documents will state validation and servicing intervals of decontamination equipment.  Where these are available, the practice follows them and where these cannot be obtained, we will default to the tables found in HTM 0105 for validation and servicing.
Periodic inspection and testing (validation, services) of medical devices and equipment is carried out by a competent person* and maintenance and inspection records of all are kept for inspection.
*for most equipment this can be an employee with the necessary competence to perform the task
Procedures related to custom medical devices
Patients must be advised that a statement about their laboratory work is available on request.   This statement is additional to the statement provided by the laboratory to the prescriber of the device.  

The statement must be drawn up by the manufacturer (the laboratory) or his authorised representative and should contain the following information:
· Name and address of the manufacturer
· Data allowing identification of the device in question
· Statement that the device is intended for the exclusive use by a particular patient, together with the name of the patient
· Name of the authorised person who made out the prescription and, where applicable, practice name 

· Special characteristics of the product as indicated by the prescription
· A statement that the device conforms to the essential requirements set out in Annex 1 of the Directive and, where applicable, indicating which essential requirements have not been fully met (with grounds).
[Add the name of any other practice procedures used to implement this policy here]
Training
All team members are expected to improve their personal effectiveness through continuing personal and professional development which leads to an increase of knowledge and/or skills.  
Standard 1.9 of the GDC’s Standards for Dental Teams places individual responsibility on team members to find out about laws and regulations that affect their work and follow them.  
We support this by ensuring that equipment/machinery is only be operated by staff who have been instructed in its safe use.  There should be no attempt to dismantle, repair or service machinery without instruction.
[Add any other specific training here]  
Patient Focus

Our relationship with patients is key to our success, and it is a team wide responsibility to exceed patient expectations by providing a safe, caring, responsive, effective and well led service.


We do this by ensuring that risks to patients such as injury, infection, misdiagnosis, interruption or compromise to their treatment are minimised by our equipment management processes.  Equipment provided or used at our dental practice is installed, used and maintained in good working order in accordance with manufacturer’s instructions, legislation and relevant guidelines.  

Where required the equipment is clearly labelled with health and safety warnings and staff are provided with adequate protection.  The practice undertakes checks to ensure that all new equipment meets health and safety standards prior to purchase.
[Add any other patient centred systems you use here] 
Monitoring

In order to ensure our services are safe, efficient and effective, team members are also involved in our quality monitoring and improvement processes including: 
· Maintenance of an asset register of medical devices used at the practice
· Procedures for daily/ weekly testing, calibration, cleaning and maintenance of equipment
· Acting on medical device alerts from the MHRA 
· Maintaining a Business Continuity Plan with details of all maintenance contractors
· Annual risk assessments for: health and safety, radiation, infection control, fire safety

· Related feedback/incident/significant event analysis (SEA)
· [Add any other relevant monitoring systems in use here] 
Responsibilities and accountabilities

The registered provider for the practice is [insert name], whose key responsibilities are to ensure that all aspects of this policy are complied with.  The day to day responsibilities for providing leadership and guidance for staff and overseeing implementation of this policy will be undertaken by [named lead and role title, or registered manager].  Questions about this policy or associated procedures should be raised with either of the above.

Approval

This policy has been approved by the undersigned and will be reviewed on an annual basis.  

	Name: 
	Date approved:       

	Position: 
	Review date:           
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This policy template is provided in word format and is intended for use by our clients only, as a basis for dental practices to draft policies.

It is based on relevant legislation, regulations and essential guidance at the time of writing.  Please modify it to suit your practice needs.
It is your responsibility to take professional advice to suit your circumstances and in respect of changes in the law.

Dentabyte Ltd does not accept any liability for any loss or claim that may arise from reliance on the content in this template.
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