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• Changes to production and consumption processes

* mass production and  conventional  & uniform services

→ customized production service

• Streamlining manufacturing process and reducing time 

and costs (revolution in manufacturing) 

Past Present
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Post-processing





3. Considerations when implementing QMS



User Manufacturer1) Requesting product design(letter of manufacturing request)

3) Requesting design modifications or completing reviews 
(letter of design modification request and pre-confirmation)

2) Requesting design review(letter of design pre-confirmation)

4) Requesting final confirmation(letter of final confirmation)

5) Requesting product modifications or completing review
(letter of product modification and Letter of final confirmation)

6) Delivering final products





※ Technical Consideration for Additive Manufactured Devices, FDA, 2016







• Essential contents to review 

* delivery schedule, modifiable and unmodifiable ranges if existing products are modified,  response and procedure  

for changes in requirements, range of warranties, unit cost, delivery methods, performance, and stability, 

etc.

• Essential contents to maintain

* information on the user who placed an order, intended use, scope of design and design modifications, 

Unique Number(traceable) and vendors, etc.

* materials such as medical images that are needed for designing and modeling to manufacture the product 

(personal information of patients excluded)

• Final verification to confirm user requests before printing

* including verification and confirmation process before the printed product is used for clinical trials











4. Other Considerations
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