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Prosthetics Services Medical Device Regulation Policy
Acronyms	
· MDR		Medical Device Regulation 
· SMART	Southeast Mobility and Rehabilitation Technology 
· QMS 		Quality Management System 
Purpose
The Prosthetics MDR Policy defines the intentions and direction of the Prosthetics service 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 Prosthetics 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 the Prosthetics service which will be supplied to or will affect the treatment of Prosthetics service users/patients.
The Prosthetics MDR Policy is a key policy for the Prosthetics Service and is intrinsically linked with the SMART Services Quality Management System (QMS). 
Responsibilities 
The Head of Prosthetics and Orthotics is responsible for authorisation of this Prosthetics MDR Policy and associated Prosthetics MDR documents. 
Line managers and service leads are responsible for ensuring staff are adequately trained in Prosthetics MDR requirements and are signed off for their competencies relevant to MDR.
Prosthetics service staff who design, manufacture, or modify a medical device, or prescribe and/or issue such a device, within SMART must work to the Prosthetics MDR policy. 
Prosthetics 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 Prosthetics 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] SHTN 00-04: Guidance on Safe Management of Medical Devices and Equipment in Scotland’s Health and Social Care Services (SHTN 00-04) | National Services Scotland published 27/08/24
[3] NHS National Services Scotland, NSS Health Facilities Scotland, Safety Information Message Reference: SIM2210 Issued: 01 September 2022 
[4] SMART Services Quality Policy: SG-POL-1 
[5] Prosthetics MDR Manual: 
[6] UK MDR 2002 - The Medical Devices Regulations 2002, UK Statutory Instruments
[7] EN 12182_2012 Assistive products for persons with disability - General requirements and test methods
[8] BS EN ISO 14971_2012 Medical devices - Application of risk management to medical device
[9] Legal Requirements for specific medical devices, Guidance, MHRA, Updated: 17 December 2025
[10] Custom-made devices in Great Britain, Guidance, MHRA, Updated: 16 June 2025
[11] General information on the Health Institution Exemption, Guidance, MHRA, Updated: 20 January 2026
[12] Commission Regulation No 722/2012 With Respect to Medical Devices Manufactured Utilising Tissues of Animal Origin
[13] SG-INF-65 Internal Audit Schedule 2026-28
[14] The Medical Devices (Post-market Surveillance Requirements) (Amendment) (Great Britain) Regulations 2024
Monitoring and Communication
[bookmark: _Hlk113564599]The Prosthetics MDR Policy is communicated and acknowledged within the Prosthetics service through Ideagen. 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 Prosthetics MDR Policy is communicated to our service users/patients and other stakeholders by displaying it on our Website.
The Prosthetics MDR Policy is reviewed a minimum of every 2 years for continuing suitability.
Prosthetics Services Medical Device Regulation Policy Statement
The Southeast Mobility and Rehabilitation Technology (SMART) Services provides Prosthetic services for defined populations in Scotland. 
The Prosthetics Service includes may provide the following: 
· Lower limb prostheses for patients with acquired or congenital limb loss
· Upper limb prostheses for patients with acquired or congenital limb loss
The Prosthetics Services’ purpose is to meet a range of rehabilitation needs and includes clinical assessment, prescription, design and manufacturing of prostheses.  
The Prosthetics Service is 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).  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:
The SMART Prosthetics service will strive to conform to EU MDR requirements until the UK government drafts new standalone medical devices regulations, reviewing conformity with new UK Medical Device Regulation and MHRA guidance as it released over time.
UK government standalone medical devices regulations were due from 30th June 2023 (Note: 28/02/2023 – this deadline has been delayed).  UK MDR alignment with the EU MDR is contemplated [2]. Some UK regulation had been updated, such as around Post Market Surveillance in 2024, and updated guidance from the MHRA to prohibit the implementation of a Health Institution Exemption (2025)[11] for use in custom made devices that are used outwith our sites, so SMART has had to implement an approach to comply with custom made device regulation.[10] Additionally, CE marked devices are still being seen as acceptable in our UK market whilst new regulation is yet to be fully complete. 
[bookmark: _Hlk113567444]Process/Procedure
[bookmark: _Hlk113562294]Annex XIII of the EU MDR 2017 outlines the requirements for SMART Prosthetic services to conform to the regulation for custom-made devices.  Please see the Prosthetic MDR and Quality Manual [6] for more details on specific activities, but the backbone of the SMART Prosthetics Service route to compliance to Medical Device Regulations is through Annex XIII: Procedure for custom-made devices in the EU MDR 2017. From Section 8.1-8.5 below, the requirements from Annex XIII are listed and followed by discussion of compliance in bold font.
EU MDR 2017[1] Statement as outlined in Annex XIII (1):
1. the name and address of the manufacturer, and of all manufacturing sites, 
Prosthetics Service
SMART Centre 
Astley Ainslie Hospital
133 Grange Loan
Edinburgh
Scotland
EH9 2HL
2. if applicable, the name and address of the authorised representative,
Not applicable, as we are based, manufacturing and operating in the UK.
3. data allowing identification of the device in question, 
Patient issued devices will be identified by accompanied documentation, and where feasible and applicable through device labelling, as outlined in the Prosthetics Service Medical Device Regulation and Quality Manual [6]. Device details will be recorded in and traceable via the Rehabilitation Technology Information Service (ReTIS) patient database and PECOS.  
Prosthetics Service designed or modified software details and validation documentation are stored in the SMART QMS document control as outlined in the Prosthetics MDR and Quality Manual [6].  
4. a statement that the device is intended for exclusive use by a particular patient or user, identified by name, an acronym or a numerical code, 
5. the name of the person who made out the prescription and who is authorised by national law by virtue of their professional qualifications to do so, and, where applicable, the name of the health institution concerned, 
6. the specific characteristics of the product as indicated by the prescription,
Items 4-6 are adhered to through documentation followed by staff members in the [Conformity pathway] for each individual device.
7. a statement that the device in question conforms to the general safety and performance requirements set out in Annex I and, where applicable, indicating which general safety and performance requirements have not been fully met, together with the grounds, therefore: 
Prosthetics 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, in device specific or device family technical documentation.
8. where applicable, an indication that the device contains or incorporates a medicinal substance, including a human blood or plasma derivative, or tissues or cells of human origin, or of animal origin as referred to in Regulation (EU) No 722/2012.
Leather is used for some applications in the Prosthetics Service, but the Regulation (EU) No 722/2012 Article 1, point 4(b), says that those regulations do not apply to medical devices which are intended to come into contact with intact skin only. If a wound develops, patients are advised to not wear the limb for a time. Additionally, with leather on a prosthesis, there is always a barrier between the protheses and the residual limb in the form of a sock or liner. Wounds are also required to be dressed as a barrier between broken skin and the prosthesis.

The manufacturer shall undertake to keep available for the competent national authorities documentation that indicates its manufacturing site or sites and allows an understanding to be formed of the design, manufacture and performance of the device, including the expected performance, so as to allow assessment of conformity with the requirements of this Regulation. 
This documentation is written in compliance with the ISO 13485 Quality Management System Standard for Manufacturers of medical devices.
For the understanding of the manufacturing facility please refer to the SMART:
· Health and Safety risk assessments (HS-RA series)
· Workshop room standards (HS-RS series)
· COSHH risk assessments (HS-CSR series)
· Machine asset registers held within the SMART QMS (Ideagen Assets module)
· Machine maintenance and servicing records held within the SMART QMS (Ideagen), with service reports attached to asset activity records
Details of the design, manufacture and performance of the device is detailed in Technical Documentation and the [Conformity Pathways] documentation as detailed further in the Prosthetics Quality Manual.

The manufacturer shall take all the measures necessary to ensure that the manufacturing process produces devices which are manufactured in accordance with the documentation referred to in Section 2.
This is ensured by employing the Ideagen Quality Management Software to have traceable document control, acknowledgement, people competency management and asset service compliance. The PECOS and ReTIS systems are also used to document patient specific custom made devices.
SMART Services also have an internal audit schedule to assess the compliance and implementation of our Quality Management System to ISO 13485 as a Harmonised Standard to the Medical Device Regulations. (SG-INF-65 Internal Audit Annual Schedule 2026-28)

The statement referred to in the introductory part of Section 1 shall be kept for a period of at least 10 years after the device has been placed on the market. In the case of implantable devices, the period shall be at least 15 years. 
Section 8 of Annex IX shall apply.
The patient specific device information is kept with patient notes which is kept in accordance with GI-IG-2 SMART Records Management Policy.
Annex IX talks about the requirements for a Quality Management System. The compliance to ISO 13485 Standard is detailed in SG-QM-1 SMART Services Quality Manual, SG-POL-1 SMART Services Quality Policy and PROS-GEN-2 Prosthetics Services Medical Device Regulation and Quality Manual.

The manufacturer shall review and document experience gained in the post- production phase, including from PMCF as referred to in Part B of Annex XIV, and implement appropriate means to apply any necessary corrective action, In that context, it shall report in accordance with Article 87(1) to the competent authorities any serious incidents or field safety corrective actions or both as soon as it learns of them.
The SMART teams will be following the updated regulation in the UK Medical Device Regulation for Post Market Surveillance from the Amendment in 2024. [14] This will be brought in line with our gap Analysis document of this legislation – GEN-LSG-11 Post Market Surveillance Guidance Gap Analysis.
There are already pathways established in SMART for reporting medical device events. SG-PROC-3 SMART Local Operating Procedure for Processing Safety Alerts & Reporting Adverse Events involving Medical Devices. 
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Nicola McCormack
Head of Prosthetics and Orthotics
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