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	Ein cyf / Our ref: 640/22/FOI 


	Dyddiad / Date: 3rd April 2023


Further to your request for information dated Thursday 16th 2023, I am pleased to provide the following response. 
Your request and our response:
1a.
Is 3D printing technology being used at your facilities? 
Yes.
 

If the answer to question 1a is yes, then skip to question 2. 
If the answer to question 1a is no then:
1b.
Do you plan on utilising 3D Printing technology in the near future?
Not applicable. 
If the answer to question 1b is no then you may skip the rest of the questionnaire. If the answer to question 1b is yes then:
1c.
What part(s) do you intent to 3D print (e.g. Prosthetic limbs, hearing aids etc.)?


Custom-made patient-shaped bolus as radiotherapy treatment aids. 
2.
What 3D Printers are being used for producing the parts (Brand name & model)?

Raise 3D Pro2. 
3.
What type of parts/products are being printed (e.g. Prosthetic hand, prosthetic leg, splint, hip joint etc.) Please be specific.
Rapid prototyping for complex novel components for wheelchair and prosthetic devices, pre-surgical visualization aids (various) and radiotherapy treatment aids (bolus).
4.
What materials are being commonly used for 3D printing at your facilities?
Exclusively PLA (Poly-lactic Acid).
5.
What International Organisation for Standardization (ISO) standards and/or other American Society for Testing and Materials (ASTM)/British Standards (BS) standards are being followed when producing the parts/products?
ISO13485 is used as the overriding manufacture quality system. Additional relevant 

standards are then used as appropriate to the device produced. 

6.
Please briefly describe the ethics process that is required for using 3D printing parts in patients?
The ethics process is highly dependent on the part being 3D-printed.  None of the parts printed at Betsi Cadwaladr University Health Board (BCUHB) are implanted into patients at present. In line with the Medicines and Healthcare Products Regulatory Agency’s (MHRA) current guidance, any novel 3D printed part is risk-assessed for how the 3D printing process affects its physical characteristics during its intended use.  Routinely printed parts (e.g., radiotherapy bolus) are processed and produced as part of a planned treatment pathway at the Health Board’s radiotherapy department, where patients specifically consent to the treatment they receive.


We welcome correspondence through the medium of Welsh
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