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	Purpose

	
The purpose of this paper is to advise the Quality, Safety and Improvement Committee on the latest legislative position relating to medical devices, following a delay to the implementation period of the European Medical Devices Regulation (MDR) 2017.
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The Quality, Safety and Improvement Committee is asked to: 

· Note the organisation has taken account of the impact of changes in applicable legislation;
· Take assurance on the work already undertaken and plans to further strengthen organisational arrangements for Medical Devices as part of the broader integrated governance arrangements.






	

	Link to Public Health Wales Strategic Plan

Public Health Wales has an agreed strategic plan, which has identified seven strategic priorities and well-being objectives.  

This report contributes to the following:

	Strategic Priority/Well-being Objective
	All Strategic Priorities/Well-being Objectives

	

	Summary impact analysis  


	Equality and Health Impact Assessment
	Full assessment not undertaken as no equality impact issues identified.  

	Risk and Assurance
	BAF Risk 2

	Health and Care Standards
	This report supports and/or takes into account the Health and Care Standards for NHS Wales Quality Themes 

	
	Governance, Leadership and Accountability

	Financial implications
	N/A

	People implications 
	N/A
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1. Situation

The Medical Devices (MDR) and in Vitro Diagnostic (IVDR) Regulations 2017 were approved by the European Parliament in April 2017 with a three year transition period and were due to come into effect in May 2020 and May 2022 respectively. The Regulations placed specific and additional obligations on health institutions in the UK.

As a result of the coronavirus pandemic, the European Commission agreed to postpone the transition period for the new MDR and IVDR Regulations until May 2021. As the UK will have left the European Union before this date, the EU Regulations will no longer be automatically applicable to the UK. 

This paper outlines the latest legislative position and identifies where further work is needed.
2. Background

A paper was presented to the Quality, Safety and Improvement Committee in October 2019, outlining the impact that the new MDR and IVDR Regulations would have for Public Health Wales and setting out the current management arrangements for medical devices within Public Health Wales. 

Although the Regulations were largely aimed at manufacturers of medical devices, the Regulations placed additional requirements on health institutions, including NHS organisations. 

The paper identified that the following key changes in the Regulations, may have implications for Public Health Wales:

· The introduction of a wider definition of medical devices; 
· Changes in classification rules regarding the use and development of software which uses medical information. For example, software, such as apps which use medical information and have been developed ‘in-house’ for patient care are captured by the regulations.
· Health institutions that manufacture, develop or modify medical devices, including software will need to comply with the following specific conditions (Article 5 of the MDR and IVDR Regulations):

· Health institutions must ensure that manufacturers follow the relevant general safety and performance requirements;
· An appropriate quality management system is established;
· The health institution justifies that the target group’s specific needs cannot be met by an equivalent device on the market;
· Information is made available to competent authorities on request;
· A declaration is made publicly available;
· Reviews experience gained from clinical use of devices

Although these regulations are now not applicable to Public Health Wales, it may be prudent to consider the above when developing/modifying any medical devices, including software. It is likely that further new legislation will be introduced in the UK in due course.

The work undertaken also identified some gaps in the governance of medical devices and some potential risks as set out in paragraph 4 below.


3. Current applicable legislation 
The Medicines and Medical Devices Act 2021
The Medicines and Medical Devices Act was introduced on 11 February 2021. The Act attempts to address the regulatory gap that will be left since leaving the European Union and creates a structure for the UK Government to legislate for updates or changes to existing laws on human and veterinary medicines, clinical trials and medical devices. It aims to improve the standards and scrutiny of medical devices that reach UK patients. 
Part three of the Act is the section most relevant to medical devices. It aims to create a delegated power enabling the Medical Devices Regulations (MDR) 2002 to be amended in the following limited number of areas:

· The safety of medical devices and the recording of information relating to this
· The manufacture, marketing and supply of medical devices
· The charging of fees in relation to medical devices – for example, when registering a device
· Creating offences of breaching the provisions in the MDR
· The supply of medical devices in emergencies.

It is likely that further legislation will be introduced in the UK in due course and Public Health Wales will need to keep abreast of any new legislation. 





3.2	Medical Devices Regulations 2002 (UK MDR 2002).

The Medicines and Healthcare products Regulatory Agency (MHRA), has advised that the UK MDR 2002 is currently still applicable. The MDR 2002 regulations give effect to the following directives:
· Directive 90/385/EEC on active implantable medical devices 
· Directive 93/42/EEC on medical devices
· Directive 98/79/EC on in vitro diagnostic (IVDs) medical devices 
The UK MDR 2002 may need to be followed for certain activities relating to the in-house manufacture of medical devices, but some activities will fall outside the scope of the regulations.

The MHRA will take on the responsibilities for the UK medical devices market that are currently undertaken through the EU system. The roles and responsibilities of those manufacturing and supplying medical devices, including IVDs, will change. Any medical device, IVD or custom-made device will need to be registered with the MRHA before being placed on the Great Britain market. This applies to all classes of device. 
Manufacturers will also need to comply with the relevant product marking and conformity assessment requirements for medical devices, including IVDs.
4	Gaps and risks identified

Current registers

It has been identified that Screening Services, Microbiology Division and the Quality, Nursing and Allied Health Professionals Division all have registers for medical devices in place, but some gaps have been identified in areas where the use of medical devices is less obvious i.e. the use of defibrillators and other equipment in non-clinical areas. There is therefore a risk that some medical devices remain unaccounted for in the governance arrangements.

The registers are important in the context of patient safety as they allow the organisation to keep track of devices which are used. This is particularly important in the context of any alerts or safety notices from responsible bodies such as the MHRA. The registers also provide assurance that devices are up to date and serviced/maintained as required.

Software

There are an increasing number of software/apps that fall within the definition of a medical device. There may be software which is being used or developed by Public Health Wales which may be considered to be a medical device. Software packages/apps should be checked to ensure that any compliance arrangements are satisfactory and the software should be included on registers.

CE marking

It is not clear whether all medical devices used are CE/UKCA marked. CE marking confirms that devices conform to the requirements of the UK MDR 2002 Regulations, are fit for purpose and meet health and safety legislation. 

There is a risk that Public Health Wales could be using equipment or medical devices which have not been CE marked and checks should be undertaken.
5	Current position of work in progress
5.1 Registers for medical devices
Currently we have a number of separate Medical devices registers within Directorates and Divisions and over the coming months we will seek to bring these together, so far as is practically possible, to ensure we have a corporate register which reflects the needs of the service areas, while providing corporate oversight for assurance purposes.  In addition we will undertake a gap analysis and identify any actions or recommendations which need to be made to close any gaps in our Medical Devices management arrangements.  
Work has commenced to identify any medical devices which may be used/stored in non-clinical areas, such as defibrillators and first aid kits and these will be added to a corporate register. If any other areas are identified which use medical devices this will also be added to the register. 

The corporate register will be stored on SharePoint and relevant staff will be able to access the register to update it.

Guidance will be developed and issued to ensure there is a consistent approach, to ensure that the registers are consistent in terms of type of information stored and that as a minimum the registers contain the following information: description of device, serial number, contact point, age and recommended replacement date, decontamination process, risks identified, details of any required maintenance/service contracts and CE/UKCA markings.  This work on consistency has already commenced. 

The service areas which currently have registers in place are:

· Screening - BSW and CSW laboratories record medical device information on an equipment module on an electronic quality management system (Qpulse) for use in laboratories. Other devices within screening are detailed on sharepoint, which is updated as and when required by the responsible programme lead/board. 
· Microbiology – details of diagnostic medical devices are currently held locally i.e. in each laboratory but a central electronic register is under development. 
· Quality, Nursing and Allied Health Professionals- Medical devices, such as equipment for the flu vaccine programme, are held on one central register.

More detail is provided on the current individual service area Medical Devices outlined below:

Microbiology Services register

The Microbiology laboratories are required to maintain registers of equipment as part of their quality management system which is assessed yearly by UKAS for compliance to ISO 15189:2012. Currently, equipment registers are held locally on excel spreadsheets.

Microbiology services have recently implemented an electronic QMS, iPassport, through the LINC project. The eQMS is funded for three years (April 2020 – March 2023) by Welsh Government. The system includes a module to record information relating to medical devices, such as date device purchased, maintenance and service logs and details of decontamination requirements.

The equipment module is currently being piloted in the ‘hot’ labs and Cryptosporidium Reference Unit and will be rolled out to other areas of microbiology. Each lab will update the medical devices module in due course to ensure that a complete and accurate register is gathered. 

iPassport is a very effective and safe way for the laboratories to store the vast amount of information relating to medical devices. It is recommended that this is the preferred option for the laboratories. The module allows the data to be sorted and exported into an excel database as required.

As the laboratories have a vast amount of equipment it is recommended that this is the most effective and safe way for the laboratories to store information relating to medical devices. The equipment module will allow the data to be sorted and exported into an excel spreadsheet as required.


Screening Division registers

The Bowel Screening Wales (BSW) and Cervical Screening Wales (CSW) laboratories have a similar electronic quality management system (Qpulse) in place which also contains an equipment and asset module. The module also allows for data to be exported into an excel spreadsheet.

All items of equipment are uniquely identified within the Laboratory and their use must follow appropriate PHW organisational policies and procedures, as well as internal Laboratory procedures, instructions and risk assessments. The register also details service reports, event logs, nonconformities associated with equipment and links to associated documentation such as manufacturers’ instructions and Laboratory procedures and instructions. 

It is recommended that this is the most effective and safe way for the Screening Laboratory to store information relating to medical devices.

Other medical devices used within Screening Services are detailed on a database within SharePoint. This contains a vast amount of data and it is recommended that this is updated and maintained for the time being.

Quality, Nursing and Allied Health Professionals (QNAHP) register

The QNAHP register details the medical devices held and used by the QNAHP team. This is held on SharePoint and is updated as and when required.


5.2	Software
There are many apps and stand-alone software currently available on the market which are classified as medical devices. These are apps or software which gather data from individuals, such as diet, heartbeat or step counts or diagnostic devices, such as a blood glucose meters and blood pressure monitors which analyse and interpret the data to make a diagnosis, prescribe a medicine, or recommend treatment.
The MHRA has advised that where apps or stand-alone software make a diagnosis or recommend a treatment, the product should be checked for CE-marking before it is used and developers should make sure they are complying with the appropriate medical device regulations.
Divisions are being asked to identify any software/apps they use or have developed which may fall within the definition of a medical device so that this can be added to the relevant registers.

The work previously undertaken identified a project, to develop software, which would replace the National Health Applications and Infrastructure Services (NHAIS) informatics system which is being decommissioned by the Health and Social Care Information Centre in England. NHAIS underpins Cervical Screening Wales (CSW) and is integral to its operation. 

CSIMS will be a single IT system for the whole of Wales and will be extended to other screening programmes in the future. It will remove the current time-consuming tasks of transferring Welsh residents between local Health Board systems. The system will integrate with LIMS to remove the need and risks of manual entry of the test results and it will provide an internal task/notification system to help manage participants safely and replace system generated emails. CSIMS will be able to send electronic referrals to the colposcopy clinics. 

The CSIMS Project Board, which includes input from Informatics have reached the conclusion that this software is not currently a medical device. If the product is developed further in the future, then it may have the potential to bring the device into the realm of a medical device and the medical device status would need be reassessed. 


   6     Next Steps 

· Work be progressed to identify any medical devices which may be unaccounted for in non-clinical areas.

· Divisions that have registers in place ensure that they are accurate and up to date.

· Divisions check that any medical devices used are appropriately CE/UKCA marked and that this is recorded on the register.

· Divisions identify any software/apps that they use or have developed which may fall within the definition of a medical device.

· As the BSW and CSW laboratories already have an electronic quality management system with an equipment module built in, it is beneficial that this be maintained as the most effective and safe way to store information relating to medical devices. Similarly, it is recommended that the microbiology laboratories implement the medical devices module of the iPassport system.


4. Recommendations 
The Quality, Safety and Improvement Committee is asked to:-

· Note the organisation has taken account of the impact of changes  in applicable legislation
· Take assurance on the work already undertaken and plans to further strengthen organisational arrangements for Medical Devices as part of the broader integrated governance arrangements.
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