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Assistive Technology services Medical Device Regulation Policy
Acronyms
· AT		Assistive Technology 
· MDR		Medical Device Regulation 
· SMART	Southeast Mobility And Rehabilitation Technology 
· QMS 		Quality Management System 

Purpose
The AT MDR Policy defines the intentions and direction of AT services within SMART Services with regards to:
· Ensuring the safety and performance of medical devices and software designed, manufactured and modified within SMART Services and the prescription/issue and use of such devices or software.
· Ensuring conformity to relevant legislation and regulation.


Scope
The AT MDR Policy is applicable to any staff member involved in device or software design, manufacture/construction or modification, and/or the prescription/issue or use of such devices or software, within AT services which will be supplied to or will affect the treatment of AT service users/patients.
The AT MDR Policy [5] is a key policy for AT Services and is intrinsically linked with the SMART Services Quality Management System (QMS). 

Responsibilities 
The Head of Assistive Technology is responsible for authorisation of this AT MDR Policy and associated AT MDR documents. 
Line managers and service leads are responsible for ensuring staff are adequately trained in AT MDR requirements and are signed off for their competencies relevant to MDR.
AT service staff who design, manufacture, or modify a medical device, or prescribe and/or issue such a device, within SMART must work to the AT MDR policy. 
AT service staff who use, create or modify software which impacts on service user/patient outcome, and/or uses such software, within SMART Services must work to the AT MDR policy.

Related Documents
[1] EU MDR 2017 (Regulation (EU) 2017/745) - Regulation of the European Parliament and of the Council of 5 April 2017 on Medical Device
[2] IPEM Best-practice guidance for the in-house manufacture of medical devices and non-medical devices, including software in both cases, for use within the same health institution, v2.1 25/07/2022
[3] SHTN 00-04: Guidance on Management of Medical Devices and Equipment in Scotland's Health and Social Care Services
[4] NHS National Services Scotland, NSS Health Facilities Scotland, Safety Information Message Reference: SIM2210 Issued: 01 September 2022 
[5] SMART Services Quality Policy: SG-POL-1 
[6] AT MDR Manual: AT-MDR-Gen-2 
[7] UK MDR 2002 - The Medical Devices Regulations 2002, UK Statutory Instruments
[8] EN 12182_2012 Assistive products for persons with disability - General requirements and test methods
[9] BS EN ISO 14971_2012 Medical devices - Application of risk management to medical device

Monitoring and Communication
[bookmark: _Hlk113564599]The AT MDR Policy is communicated and acknowledged within AT services through Q-Pulse. Document Acknowledgement, which includes SMART Service Quality Policy, will be reported to Managers and Leads via the monthly Performance Framework reports. When required, non-conformances will be recorded and ‘Corrective Action Preventative Action’ plans to improve performance will be evidenced.
The AT MDR Policy is communicated to our service users/patients and other stakeholders by displaying it on our Website.
The AT MDR Policy is reviewed a minimum of every 2 years for continuing suitability.
Assistive Technology services Medical Device Regulation Policy Statement
The Southeast Mobility and Rehabilitation Technology (SMART) Services provides coordinated and integrated person-focused services in the field of mobility and rehabilitation technology for defined populations in Scotland. 
The Assistive Technology (AT) Services include:
· Wheelchairs and Seating Service (WSS) and Wheelchair Delivery, Refurbishment and Repair Service (WDRRS) 
· Environmental Control Service (ECS), 
· Custom Design Service (CDS), 
· Clinical Gait Analysis Service (CGAS)
· Rehabilitation Engineering Workshop (REW)
AT Services’ purpose is to meet a range of rehabilitation needs and includes clinical assessment, prescription, design and manufacturing of equipment, and ongoing support.  
AT Services are dedicated to providing services and products that are safe and perform as intended. 
This is achieved through conforming to the Medical Devices Regulation EU MDR 2017 (Regulation (EU) 2017/745) [1].
The current regulations in force regarding the manufacture of medical devices to be placed on the market are the UK Medical Devices Regulations 2002 (SI 2002 No 618, as amended from time to time since) (The Medical Devices Regulations, 2002).  Within UK MDR 2002 there is no explicit regulatory requirements for In-House Manufacture and Use (IHMU).  Full application of the EU MDR 2017 was postponed until after the Brexit transition, hence UK health institutions are not required to comply with the EU MDR 2017 [2 Annex B p65-67]. 
However, the EU MDR is seen as best practice and therefore:
SMART AT services will strive to conform to EU MDR requirements until the UK government drafts new standalone medical devices regulations
UK government standalone medical devices regulations are due from 30th June 2023 (Note: 28/02/2023 – this deadline has been delayed).  UK MDR alignment with the EU MDR is contemplated [2].


[bookmark: _Hlk113567444]Process/Procedure: Assistive Technology services Medical Device Regulation Policy
[bookmark: _Hlk113562294]Chapter II article 5.5 of the EU MDR 2017 outlines the requirements for SMART AT services to conform to the regulation.  Please see the AT MDR Manual [6] for details.

EU MDR 2017 [1]Declaration as outlined in Chapter II Article 5.5 (e):
i. The name and address of the manufacturing health institution; 

Assistive Technology Services
SMART Centre 
Astley Ainslie Hospital
133 Grange Loan
Edinburgh
Scotland
EH9 2HL

ii. The details necessary to identify the devices; 

Patient issued devices will be identified by accompanied documentation, and where feasible and applicable through device labelling, as outlined in the Assistive Technology Services Medical Device Regulation Manual: AT MDR Manual [AT-MDR-Gen-2] [6].    Devices details will be recorded in and traceable via the Rehabilitation Technology Information Service (ReTIS) patient database.  

Assistive Technology Service designed or modified software details and validation documentation are stored in the SMART QMS document control as outlined in the AT MDR Manual [AT-MDR-Gen-2] [6].  

iii. [bookmark: _Hlk113531883]A declaration that the devices meet the general safety and performance requirements set out in Annex I to this Regulation and, where applicable, information on which requirements are not fully met with a reasoned justification therefore;

Assistive Technology Service devices and software meet the general safety and performance requirements set out in Annex I of the EU MDR 2017.  If the requirements cannot be met for a Device or Software reasoned justification will be supplied.
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_______________ 
James Hollington
Head of Assistive Technology
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