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Presentation overview

� Context
� Medical Devices and µLQ KRXVH¶ manufacturing
� Legislation µDW the WLPH¶

� Quality Management Systems (QMS) implementation
� Frameworks and approach to implementation
� Monitoring progress
� Challenges

� Next steps
� Evolving legislation and influencing factors
� MHRA Consultation on UK Legislation



µ,Q�KRXVH¶�0HGLFDO�'HYLFH�0DQXIDFWXULQJ

� REU are considered to manufacture and modify medical devices under the EU Medical Device
Regulations (EU 2017/ 745)

� Design and construct custom-made devices / appliances
� Engineering solutions and adaptations to wheelchair seating
� Special cushions and soft solutions for pressure care



µ,Q�KRXVH¶�0HGLFDO�'HYLFH�0DQXIDFWXULQJ

� MFL are also considered to manufacture medical devices under the EU Medical Device Regulations
(EU 2017/ 745)

� Design and construct custom-made devices / appliances
� Facial and body prostheses
� Fixed and removable intra-oral prosthetics
� Orthodontics



µ0HGLFDO�GHYLFH�PDQXIDFWXUHUV¶�DUH�UHJXODWHG

� Medical device manufacturers are regulated under the UK Medical
Device Regulations (UK MDR)
� Medical Device Directives (MDD)
� Medical devices used in the same health institution as they are

made were exempt

� Medical device regulation in the UK was, and is changing.
� New EU legislation, the Medical Device Regulations (MDR, EU

2017/745) ± came in to force in May 2017 (May 2021)
� Placed specific requirements on medical devices used in the

same health institution (informally called the health institution
exemption)
� Compliance to the General Safety and Performance

Requirements (GSPR)
� Appropriate Quality Management System



What is a Quality Management System (QMS)?

� Understanding and meeting requirements
� (What needs to be done)

� &RQVLGHULQJ�SURFHVVHV�LQ�WHUPV�RI�µDGGHG�
YDOXH¶

� (Is what we do necessary and 
worthwhile)

� Obtaining results of process performance 
and effectiveness

� (How well things work and how 
efficiently)

� Improving processes based on objective 
measurement

� (What can we do to improve)



Which QMS framework? How to approach the project?

� The framework depends on:
� the function of the organisation
� the service itself, or the products or service that is delivered.
� Different legislation and / or guidance will apply.

� ISO 13485 ± Quality Management Systems ± Requirements for regulatory purposes
¶

� ISO 9001 ± Quality Management Systems. Requirements. 



Approach to Implementation

� Identifying biggest areas of µULVN¶ within each service
� Technical Information

� Links to training and competence

� Identifying potential areas to share similar approaches
� Document control (electronic document management system)

� Links to evidence that QMS requirements are fulfilled e.g.
training and competence

� Developing a plan
� To be clear on timescales and sequence
� To evidence that progress was being made

� Throughout - Identifying and managing the stakeholders



Implementation Plan



Defined Medical Device Families

� REU - eight Families in total (now nine)

� Family -> Sub-family -> Specific examples
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Example technical file 

� Descriptor ± Mounting of Life Support (MOLS)

� Risk Classification 
� Classification document (IPEM)

� General Safety and performance Requirements
� Risk Management Plan 

� Production
� Storage . Transformation
� Useage
� Post market surveillance

� Patient Notes (Clinical Detail)
� Service Records (Design and Manufacture Detail)



Document Control











� Steps in Process
� Requirement for a prescribed device
� Design and Design Development
� Manufacture
� Device Verification and Validation (within REU)
� Device Release and issue to Patient
� Patient Review
� Signposting to where evidence of these 

processes is stored.

Medical Device Manufacturing



Training and Competence

� Ensuring staff have the skills, experience and competencies to undertake their roles and 
responsibilities, ensures that service provision (including the manufacturing of medical 
devices) is in line with the quality policy and objectives outlined in the Quality Manual.

� Staff safety, patient safety



Training and Competence - Staff

Training:
� New starter induction in line with Health Board Policy
� Mandatory training associated with individual roles managed through Electronic Staff 

Record (ESR)
� Local inductions to services / procedures
� QMS policies via iPassport ± recording acknowledgement
� Evaluation of training through management / appraisal

Competence:
� Maintaining professional body registration (where required)
� Continual professional development (CPD) evidence
� Competence evidence for specialist workshop equipment (where required) 



Workshop Machinery

Documentation
� Each piece of machinery has its 
RZQ�µFRQWUROOHG¶�GRFXPHQWDWLRQ



Workshop Machinery

Training:
� Provided by a competent trainer on the content of 

the document

Competence:
� $VVHVVHG�H�J��ZLWK�µWHVW�SLHFHV¶�GXULQJ�WUDLQLQJ�

activity
� Refresher assessment (6 monthly)

Evidence:
� 9LD�L3DVVSRUW�µ5HDG�DQG�DFNQRZOHGJH¶�



Workshop Machinery
Evidence:
� 9LD�L3DVVSRUW�µWDVN¶
� µ5HDG�DQG�
DFNQRZOHGJH¶�

� Fully auditable, 
electronic approach



µ7UDLQLQJ¶�IRU�SDWLHQWV�DQG���RU�FDUHUV

� 5(8�GHYLFHV�DUH�µFXVWRP�PDGH¶�
(for individual, named patients)

� Consistency of information



Assurance of Progress, Opportunities for 
Knowledge Exchange

� Active collaboration and knowledge exchange ± Internal and external to SBUHB
� Welsh Government-Led MDR Forum (now chaired via HEIW)
� NHS Wales Medical Devices Consultant
� RESMAG
� Improvement Cymru
� Other Health Boards (within Wales and England)
� Within SBUHB (other Services, Q&S Forums, Medical Device Regulation Task and

Finish Group)



Assurance of Progress, Opportunities for 
Knowledge Exchange

� Active collaboration and knowledge exchange ± Internal and external to SBUHB
� Welsh Government-Led MDR Forum
� NHS Wales Medical Devices Consultant
� RESMAG
� Improvement Cymru
� Other Health Boards (within Wales and England)
� Within SBUHB (other Services, Q&S Forums, Medical Device Regulation Task and

Finish Group)

� Newly created Medical Device Regulation Compliance Lead role (housed within
MPCE)



External certification 
� Identification of an appropriate external body to undertake an assessment
� Utilised United Registrar Systems (URS) UK-based Certification Body

� Feb 2021 ± Stage 1 Assessment ± 1 Day
� April 2021 ± Stage 2 Assessment ± 5 days

� Successful certification of the QMS to ISO 13485

� 2022 and 2023 ± Surveillance Assessment  - 3 Days
� 2024 ± Reassessment ± 5 Days



Progress ± Not always to plan!



Next Steps
� For REU and MFL:

� Continual improvement and development of the joint 
QMS

� For Swansea Bay
� Health Board wide resource ± Medical Device 

Regulation Compliance Lead to support wider 
services and beyond

� For the UK
� 0HGLFDO�GHYLFH�OHJLVODWLRQ�LV�HYROYLQJ«�
� Consultation open until 25th November
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