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                                      Feb 11, 2022

                                                US FDA Roundup: Final Rules for Combination Products, Patient Reports for Medical Device Evaluation

                                Medical device manufacturers and sponsors, learn more at Emergo by UL about FDA rules on combination products; patient input on medical device evaluations and clinical studies so you can get to market approval faster.

        

                
      
  



      

                                        




                
  
      
          
                                            [image: Lab technician running tests on samples]
                  

    
                          
    	
                              Regulatory Update                        




                                      Feb 9, 2022

                                                IVDR Watch: Updated Joint Implementation Plan Targets Risk of IVD Shortages

                                An updated IVDR joint implementation plan addresses risks to European IVD supplies due to compliance and capacity issues. Learn more about EU IVD regulations at Emergo by UL.
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                              Regulatory Update                        




                                      Jan 28, 2022

                                                Brazilian Regulators to Allow Sales of COVID-19 Self-Test Kits to Consumers

                                Brazil's ANVISA offers expedited registration for coronavirus self-test kits for consumer use. Learn more at Emergo by UL.
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                                      Jan 28, 2022

                                                COVID-19 Pauses US FDA Inspection Plans, Again

                                The Food and Drug Administration has extended its remote inspection policy for pharmaceutical, medical device and other healthcare product manufacturers as the COVID-19 public health emergency persists.
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                                      Jan 18, 2022

                                                US FDA Readies Transition Plans for COVID-19 Medical Device Enforcement Policies

                                New guidance from the US Food and Drug Administration explains a phased transition plan for medical devices currently covered by agency enforcement policies devised to address the COVID-19 public health emergency.
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                                      Jan 14, 2022

                                                New Notified Body Designated to IVD Directive in Europe

                                A second Polish Notified Body, CeCert, has been designated under the European In-Vitro Diagnostic Medical Devices Directive (IVDD).
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                                      Jan 11, 2022

                                                US FDA Lays Out Post-COVID EUA Transition Plans for Medical Devices

                                US FDA publishes new guidance on timelines and related requirements for emergency use authorization (EUA) terminations for medical devices and IVDs following COVID-19 emergency resolution. Learn more at Emergo by UL.
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                                      Dec 30, 2021

                                                Medical Device Direct Imports to Users in Switzerland

                                Swiss regulators develop importation plan for medical devices
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                                      Dec 17, 2021

                                                Annex XIV of the European MDR and Clinical Development Plans for Medical Devices

                                The European medical devices regulation (MDR) requires manufacturers to establish clinical development plans (CDP). Learn more about EU MDR requirements at Emergo by UL.
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                                      Dec 14, 2021

                                                US FDA Seeks Stakeholder Comment on Regulatory Approaches to 3D Printed Medical Devices

                                US FDA issues potential regulatory framework for 3D printed medical devices at the point of care (PoC). Learn more about FDA's approach to 3D printed medical devices and additive manufacturing at Emergo by UL.
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                                      Dec 5, 2021

                                                Canadian Regulators Issue New Reporting Requirements for Medical Device Shortages

                                Canadian regulators explain reporting content, timeframes and related elements of new regulations coming in March 2022 to better manage medical device supply shortages.
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                                      Dec 5, 2021

                                                Japan PMDA Updates MDSAP Policies Ahead of 2022 Implementation Deadlines

                                Japanese regulators prepare for full acceptance of MDSAP audit reports for medical device quality management system (QMS) conformity assessments in 2022.
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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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