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Morriston Hospital

• 750 bed hospital

• First established 1941

• 2nd Trauma centre
• 1st Cardiac  centre
• Cleft service
• Burns/Plastics centre
• ALAC
• Maxillofacial



Maxillofacial Unit

Oral and Maxillofacial Surgery
 3 cancer surgeons
 2 Craniofacial Surgeons
 1 Cleft Surgeon

Restorative Dentistry
 3 Consultant Restorative Dentists

Orthodontics 
 3 Orthodontic Consultant Dentists



Maxillofacial Laboratory Service

Ear , Nose and Throat (ENT)

Plastic  Surgery

Burns Surgery

Occupational Therapy

Orthopaedics

Cardio Thoracic

Lymphedema services

Rehabilitation Engineering



• Mimics, Materialise since 2003

• Freeform Plus since 2004

• In house printing – 3 Formlabs and 1 PLA printer

• 1st established 3d post in the UK

• 1st Implanted rib cases manufactured in UK

• 1st Lab  to achieve ISO certification  for  design and manufacture

Maxillofacial Laboratory Service
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Custom Devices

Class 1 Class  2a Class 2b

First POC 3D Biomedical  Technician  in UK -2015



Digitisation 

Environment Equipment Software



Regulations

• In  2017 EU regulations on Medical Devices Regulations 
(MDR) proposed in reaction to a series of manufacture 
issues.

• Maxillofacial labs needed  to comply by May 2021

• Post Brexit , UKCA (UK Conformity Assessed) under the 
MHRA

• Two routes –
1. Health Institute Exemption (HIE) Put device in service
2. Place a device on market.

• All laboratories required to have a quality management 
system in place, ideally ISO 13485



Quality Management System (QMS)
A quality management system (often referred to as a QMS) is defined as a formalised system that documents 
the processes, procedures and the responsibilities for achieving quality policies, objectives and requirements of 
standards

Pathology 
ISO 15189

Sterile Services
ISO 13485

Medical Equipment
ISO 9001

Maxillofacial Laboratory
ISO 13485  

?
Annual External Audit

Notified Bodies Accredited Bodies



How did we get there?

Successful 
Accreditation with 
Certification Body 

for ISO 13485

April 2021

Goal

Joint  
appointment of 
Quality System 

Implementation 
Manger

Sept  2019

Joint  
appointment of 
Quality System 

Implementation 
Manger

Sept  2019

Action

Report directed 
future path and 

QMS requirement
November 18  

Assessment
Joint problem
Recognised by 
REU and MFUL

Dec 17  

Recognition
REU MFUL
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Medical Device Regulatory Compliance 



Training and 
Competence

Internal
Audit

Communication 
and FeedbackPurchasing 

and Suppliers

Document 
Control

Control of 
Records

Non 
Conformity

& Corrective 
Action 

Quality Manual

Management review

QMS Scope, policy and 
objectives 

Device Technical Files

Family Description

Risk Classification

Risk Management Plan

Safety and Performance Requirements (GSPR)

Service 
Procedures-

Cross Infection

Dress Code

Health and Safety

Infrastructure 
and Equipment 
Management

Software



Document Control -Maxillofacial Families
4 families -26 devices        ( whole laboratory  43 families 130 devices)   
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Custom Devices

Class 1 Class  2a Class 2b



Pressed cranioplasty plate  versus printed/milled

The effects  of ISO 13485



Pressed orbital floor plate  versus printed/milled

The effects  of ISO 13485



Non Custom Devices ready 24 -48 hours

Sterile Packaging 



Sterile Services

Supplier ? Manufacturer ?





Access to planning services





Custom Devices ( Class 2b)

• Manufactured specifically in 
accordance with a written 
prescription of a registered medical 
practitioner.

• Supply a statement to the patient 
with details of clinician, 
manufacturer  etc.

• Have evidence of post market 
surveillance



Conclusions
• Iso certification….a journey!

• Need to flexible and the QMS needs to work for us

• Has been an increase in manufacturing times

• Innovation ?



Diolch yn fawr Vielen Dank

Thank you
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