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                              Regulatory Update                        




                                      Dec 12, 2023

                                                EU MDR Update: Significant changes to FAQ on clinical investigations

                                EU medical device makers and clinical investigation sponsors should review updated FAQs from MDCG regarding significant changes to the clinical investigations section of MDR 2017/745.
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                              Regulatory Update                        




                                      Dec 12, 2023

                                                FDA Announces Intent to Classify Certain Solid Wound Dressings 

                                On November 30, 2023, the FDA announced in the Federal Register its intention to classify certain types of wound dressings that had remained unclassified as pre-amendment devices; i.e., devices that were in commercial distribution before enactment of the Medical Device Amendments of May 28, 1976. 
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                              Insights                        




                                      Dec 11, 2023

                                                EU Compliance, Strategies and Goals for MDR and IVDR 

                                Emergo by UL professionals gave an update on EU Medical Devices Regulation (MDR, 2017/745) and In Vitro Diagnostic Devices Regulation (IVDR, 2017/746) compliance.
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                              Regulatory Update                        




                                      Dec 8, 2023

                                                South Korea Update: Release of IVD Clinical Performance Testing Institutions and More

                                South Korea’s regulator MFDS announced several regulatory changes that medical device manufacturers who do business in the country should review. 
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                                      Dec 7, 2023

                                                Towards Global Medical Device Regulatory Alignment: Changes in Latin American Markets

                                Regulators in Brazil, Mexico and other Latin American medical device markets move toward harmonization with other regions
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                                      Nov 15, 2023

                                                European Notified Body Survey Shows Uptick in MDR, IVDR Applications

                                Data from the European Commission shows increase in Notified Body activities around MDR, IVDR applications and certifications through June 2023
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                                      Nov 9, 2023

                                                UI Design in 5 to 9

                                Designers can use the principles of working memory as an aid to developing UI’s that are intuitive and not overwhelming to users.
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                                      Nov 8, 2023

                                                AI and Accessibility

                                Here we discuss how artificial intelligence empowers accessibility.
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                              Regulatory Update                        




                                      Nov 8, 2023

                                                Update: Brazil Registrations and Foreign Medical Device Regulators

                                RDC 741/2022 was released in August 2022 to acknowledge that the regulator in Brazil, ANVISA, would leverage registrations from foreign regulatory agencies for identical devices. 
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                                      Nov 8, 2023

                                                Wiklund’s Perspective on Product Capabilities, Complexity and Intuitiveness

                                My caution to product developers is to know your target customer, the degree of product sophistication consumers say they want versus will use, and to build as much intuitiveness as possible into every product.
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                              Regulatory Update                        




                                      Nov 7, 2023

                                                Consultation to Extend Brazil GMP Certificate Validity for MDSAP Submissions

                                Medical devices marketed in Brazil must be made by a manufacturer who is QMS compliant with the Brazil Good Manufacturing Practice (RDC 665/2022 and RDC 497/2021). 
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                                      Nov 7, 2023

                                                Dark Mode vs Light Mode for Medical Device UIs 

                                User interface design plays a crucial role in product user experience and is important when used to convey critical information in medical devices. A recent ongoing debate is light vs dark modes. 
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A platform of digital products to improve, simplify and automate RA/QA activities.
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Emergo by UL's new human factors tool - provides training, tools, and resources.
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