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                              Regulatory Update                        




                                      Feb 22, 2024

                                                New Medical Device Usability Engineering Standard from MHLW

                                The new JIS T62366-1:2022 standard comes with updated requirements on usability engineering for medical devices.
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                              Insights                        




                                      Feb 21, 2024

                                                US FDA CDRH Warning Letters: A Review of 2023

                                Manufacturers can better understand quality and regulatory issues of concern by the U.S. Food and Drug Administration (FDA) by reviewing relevant warning letters. This can allow companies to focus on problem areas as they continually assess and improve their internal procedures and processes. 
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                              Regulatory Update                        




                                      Feb 20, 2024

                                                Frequent European Issues identified in customs or by competent authorities

                                We at Emergo by UL have seen an increase in labeling issues since the Date of Application (DoA) for the Regulations, Medical Device Regulation (2017/745, MDR) and In Vitro Diagnostic Device Regulation (2017/746, IVDR). The issues are identified during customs review which delays shipments of medical devices to intended recipients.
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                                      Feb 16, 2024

                                                Brazil ANVISA Announces Priorities for the 2024-2025 Year

                                Brazil’s medical device market regulator, ANVISA, announced its priorities in the “Regulatory Agenda” for the 2024-2025 year.  
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                                      Feb 14, 2024

                                                Switzerland Update: Swissmedic Medical Device Database Release Delay

                                Medical device regulator Swissmedic updated the release schedule for the swissdamed database.
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                              Regulatory Update                        




                                      Feb 14, 2024

                                                The European Proposal to Delay Compliance for Legacy IVDs and EUDAMED Rollout

                                The EC proposed a delay to compliance of legacy IVDs and for EUDAMED to be phased in. 
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                                      Feb 12, 2024

                                                U.S. FDA IVD Reclassification Announcement for Laboratory Developed Tests   

                                In the U.S., IVDs are regulated like other medical devices and divided into one of three classes, each with its own general expectations for a specific type of premarket submission type, based on risk. 
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                              Regulatory Update                        




                                      Feb 6, 2024

                                                Malaysia MDA Publishes Harmonized Guidance on Post-Market Surveillance Information Exchange for ASEAN Member States

                                The Malaysia Medical Device Authority released the first edition of its harmonized guidance document on post-market data exchange between ASEAN member states. 
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                              Regulatory Update                        




                                      Feb 6, 2024

                                                New MDCG Device Specific Vigilance Guidance Documents Published

                                The Medical Device Coordination Group (MDCG) published several updated Device Specific Vigilance Guidance (DSVG) documents on January 30.
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                                      Feb 5, 2024

                                                More on European Proposal to Delay Compliance for Legacy IVDs

                                The EC proposed extending the transitional provisions for certain IVD devices, following adoption of Regulation (EU) 2023/607, announced January 23.
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                                      Feb 5, 2024

                                                US FDA Incorporates ISO 13485 Within Its QMSR Final Rule

                                The FDA final rule sets a two-year timeframe for medical device manufacturers to prepare for compliance to the Quality Management System Regulation that recognizes ISO 13485
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                                      Feb 2, 2024

                                                EC Proposes Making Parts of EUDAMED Mandatory

                                The EC proposal to delay the compliance of IVDs also proposes a gradual roll-out of the European database on medical devices, EUDAMED. The EC proposes that certain modules of EUDAMED would become mandatory before completing all six modules. 
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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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