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                              Regulatory Update                        




                                      Jun 19, 2023

                                                UK Regulators Plan New Medical Device Legislation for Summer 2025

                                The UK MHRA has extended timeframes for accepting CE Marked medical devices, and expects new legislation to roll out in mid-2025
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                                      Jun 15, 2023

                                                Mexico NOM-241 and Equivalence with ISO 13485 for Medical Devices?

                                Mexican regulators have updated Good Manufacturing Practice (GMP) and quality management system requirements for medical devices sold in the country.
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                                                US FDA Looking Into Medical Device Registrants’ UDI, GUDID Compliance

                                US regulator targets possible discrepancies regarding Unique Device identification requirements
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                                      Jun 7, 2023

                                                Australian TGA Releases Important Annual Charge Deadlines

                                Australia’s Therapeutic Goods Administration (TGA) has announced deadlines and key dates for its latest annual charges.

        

                
      
  



      

                                        




                
  
      
          
                                            [image: Basilica Guadalupe Mexico City skyline]
                  

    
                          
    	
                              Regulatory Update                        




                                      Jun 2, 2023

                                                Mexico’s Ministry of Health Updated Regulation for Software as a Medical Device (Appendix X)

                                Mexico’s Ministry of Health has updated its regulation for software as a medical device (SaMD), known as Appendix X.
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                                      Jun 2, 2023

                                                Mexico’s Ministry of Health Updated Requirements for Medical Device Registration Grouping

                                Mexico’s Ministry of Health has updated its requirements for medical device registration grouping.
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                                      Jun 2, 2023

                                                Mexico’s Ministry of Health Updated Requirements for Medical Device Registration Submissions

                                Mexico’s Ministry of Health has updated its requirements for medical device registration submissions.
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                                      Jun 2, 2023

                                                Mexico’s Ministry of Health Updates Requirements for Medical Device Registration Renewals and Modification Submissions

                                Mexico’s Ministry of Health has updated its requirements for medical device registration renewals and modification submissions.
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                                      May 30, 2023

                                                Brazil Moves Toward Leveraging Medical Device Registrations from Other Regulators

                                Brazil's ANVISA reports progress on establishing a route for recognizing registrations from "equivalent" medical device manufacturers
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                                      May 30, 2023

                                                Update to European Guidance on Medical Device Significant Changes

                                Medical device manufacturers should assess any changes to their device design or intended purpose to determine if they are considered significant under newly updated EU regulatory guidance.
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                                                Mexican Regulators Update Rules for IVD Medical Devices

                                Mexico's Ministry of Health revises classification requirements for in vitro diagnostic devices

        

                
      
  



      

                                        




                
  
      
          
                                            [image: EU flag waving in front of a building]
                  

    
                          
    	
                              Regulatory Update                        




                                      May 26, 2023

                                                New Confirmation Letter from European Commission on MDR Extensions

                                European Commission publishes new letter on Regulation (EU) 2023/607
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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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