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                              Regulatory Update                        




                                      Oct 11, 2021

                                                Eudamed Update: Additional Data Entry Modules Now Online for European Medical Device, IVD Registrants

                                European Commissioners have launched additional modules for the Eudamed medical device and in vitro diagnostic (IVD) product database developed to improve European market transparency.
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                                      Oct 11, 2021

                                                Japanese Regulators Extend Medical Device Single Audit Program (MDSAP) Pilot

                                Updated Japan MHLW requirements for MDSAP report submissions take effect in April 2022
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                              Regulatory Update                        




                                      Oct 1, 2021

                                                China Update: Clinical Evaluation Authority, Plus Guidelines for Animal Testing Studies

                                Chinese regulators plan new unit for clinical evaluation efforts, as well as revise animal testing study guidelines for medical device registrants. Learn more at Emergo by UL.
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                                      Sep 28, 2021

                                                Considering the Effect of Instructional Text’s Readability on Task Completion Times

                                Our Human Factors Research & Design (HFR&D) team examines the need for effective instructional text readability for safe use of medical devices, IVD devices and combination products.
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                              Regulatory Update                        




                                      Sep 24, 2021

                                                Learning Management System (LMS) Reporting: Formatting for Regulatory Audits

                                What to look for in life sciences LMS reporting features to meet requirements of FDA and other regulatory auditors and inspectors. Learn more about LMS technologies at ComplianceWire.

        

                
      
  



      

                                        




                
  
      
          
                                            [image: Robo Ai illustration]
                  

    
                          
    	
                              Regulatory Update                        




                                      Sep 24, 2021

                                                US FDA Rolls Out List of Registered Medical Devices Featuring Artificial Intelligence and Machine Learning

                                FDA regulators have published a searchable list of medical devices incorporating artificial intelligence and machine learning (AI/ML) to promote transparency. Learn more about US FDA regulations at Emergo by UL.
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                                      Sep 22, 2021

                                                Emergo by UL’s HFR&D Team: A Melting Pot of Backgrounds and Skillsets

                                Diversity of expertise, education and backgrounds drives our Human Factors Research & Design (HFR&D) division. Learn more at Emergo by UL.
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                              Regulatory Update                        




                                      Sep 20, 2021

                                                Australia TGA to Accept CE Mark Conformity Assessments for Some High-Risk Medical Devices, IVDs

                                The therapeutic goods administration (TGA) will accept conformity assessments from European notified bodies for some Class III medical devices, active implantable devices and Class 4 IVDs submitted for registration in Australia. Learn more at Emergo by UL
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                                      Sep 19, 2021

                                                UK Regulators Issue New Consultation on Updated Medical Device Regulations Slated for July 2023

                                UK MHRA seeks public comment on 2023 medical device, IVD regulatory updates
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                                      Sep 15, 2021

                                                Crafting Effective Use Scenario Prompts: A Key to Medical Device Usability Test Success

                                Our Human Factors Research & Design team provides recommendations for developing appropriate and effective use scenario prompts to support more accurate medical device, IVD and combination product usability test results.
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                              Regulatory Update                        




                                      Sep 13, 2021

                                                IVDR Watch: IVD Expert Panel Now Accepting Submissions for Performance Evaluation Consultations

                                The European Commission's Expert Panel for IVDs is now accepting submissions from Notified Bodies for consultations on performance evaluations for high-risk IVD devices.
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                              Regulatory Update                        




                                      Aug 30, 2021

                                                Singapore HSA Finalizes Unique Device Identification (UDI) Requirements for Medical Devices

                                Singapore's health sciences authority (HSA) has issued final guidance on unique device identification (UDI) rules for medical devices and IVDs, with a phased implementation timeline for compliance. Learn more at Emergo by UL.
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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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