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                              Insights                        




                                      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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                                      Nov 7, 2023

                                                How to Lead and Moderate a Usability Test

                                Here is an overview of learnings we shared during our recent webinar on leading usability test sessions. It discusses the importance of asking great questions.
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                                      Oct 24, 2023

                                                RAPS Convergence 2023: Until We Meet Again Next Year

                                Since RAPS Convergence 2023 concluded, we're still celebrating its success. The exhibit halls percolated with the fervor of discussions. 
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                              Regulatory Update                        




                                      Oct 23, 2023

                                                EC adopts exceptions to contact lenses and UDI-DI assignment 

                                The European Medical Devices Regulation (Regulation 2017/745, MDR)  requires each specific model of a device to have its own unique UDI-DI. Since contact lenses come in a broad variety, this would require manufacturers to assign a great number of UDI-DIs.

        

                
      
  



      

                                        




                
  
      
          
                                            [image: European Union flag flying in the wind]
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                                      Oct 20, 2023

                                                New European Guidance Clarifies Medical Device Software Requirements

                                The EC and MDCG address medical device software compatible with or embedded in hardware devices (such as smartphones, smartwatches, or apps) and software. 
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                                      Oct 20, 2023

                                                Thailand FDA and Singapore HSA Regulatory Reliance Program

                                The Thai FDA has recognized the Singapore Health Sciences Authority as a reference regulatory agency to expedite registration of medical devices.
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                                      Oct 17, 2023

                                                RAPS Convergence 2023: eSTAR updates from the US FDA

                                The same week that eSTAR became compulsory for all 510(k)s submitted to the US Food & Drug Administration (FDA), several sessions at RAPS Convergence focused on or discussed eSTAR requirements. In the penultimate session on the topic (Thursday, October 5), Patrick Axtell Ph.D., FDA, was among the speakers presenting (virtually) to a standing-room-only crowd.  
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                                      Oct 13, 2023

                                                RAPS Convergence 2023: Easier transfers between EU notified bodies? 

                                As the European market transitions to the MDR, medical device companies may find it easier to switch their notified body relationships
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                                      Oct 11, 2023

                                                RAPS Convergence 2023: Clinical Evidence on European Medical Devices

                                Continuing coverage of the RAPS Convergence 2023 conference, we examine the issue of European Medical Devices Regulation (MDR) compliance challenges regarding clinical evaluations and clinical investigations.
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                                      Oct 10, 2023

                                                RAPS Convergence 2023: IVDR and Clinical Evidence Requirements

                                Emergo by UL report from the RAPS Convergence 2023 conference on IVDR compliance considerations and challenges.
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                                      Oct 9, 2023

                                                RAPS Convergence 2023: The Status of European Notified Bodies

                                Emergo by UL reports from the latest Regulatory Affairs Professionals Society (RAPS) medical device regulatory and quality affairs conference in Canada.
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                                      Oct 5, 2023

                                                European Updates: MDR Transition, Manual on Borderline and Classification 

                                European regulators have clarified MDR Annex XVI transition periods, as well as updated their latest Manual on Borderline and Classification of medical devices and IVDs.
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