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                              Regulatory Update                        




                                      Aug 26, 2021

                                                Chinese Regulators Revise Drug-Device Combination Product Registration Requirements

                                Chinese regulators have updated marketing application requirements for makers of combination products featuring pharmaceutical and medical device components. Learn more about NMPA regulations for combination products, medical devices and IVDs.
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                                      Aug 25, 2021

                                                UKCA Marking Delay: What it Means for Medical Device and IVD Manufacturers

                                UKCA certification deadlines pushed back, but not for medical devices (so far)
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                                      Aug 17, 2021

                                                EU Regulatory Roundup: Combination Products, Eudamed, COVID-19 IVDs

                                Latest guidelines from European Medicines Agency (EMA) and EC Medical Device Coordination Group (MDCG) on CIV-ID generation for clinical studies, COVID-19 IVD performance evaluations and more.
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                                      Aug 10, 2021

                                                US FDA Medical Device User Fees See Modest Increase for 2022

                                FDA has set a 2.5% increase for medical device user fees for its 2022 fiscal year. Learn more about US medical device and IVD regulations at Emergo by UL.
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                                                Update: Check First with FDA Regarding Their Current Availability to Review a Human Factors Validation Test Protocol

                                Recommendations for manufacturers seeking test protocol reviews as FDA deals with 510(k) backlogs

        

                
      
  



      

                                        




                
  
      
          
                                            [image: Drawing of a group of documents with a line connecting each one]
                  

    
                          
    	
                              Regulatory Update                        




                                      Aug 4, 2021

                                                Proposed US FDA Program Targets Medical Device Supply Chain Shortages

                                A new program proposed by the US Food and Drug Administration would bolster domestic supply chains for medical devices during public health emergencies, but would also entail additional compliance work for manufacturers.
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                                      Aug 4, 2021

                                                South Korea MFDS Plans Several Medical Device Regulatory Updates for 2022

                                The Ministry of Food and Drug Safety (MFDS), South Korea’s medical device market regulator, plans to roll out several amendments to the country’s Medical Devices Act over the course of 2022, and has also expanded its list of devices eligible for electronic
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                                      Aug 2, 2021

                                                Brazil’s New UDI Requirements for Medical Devices: Compliance Implications for Manufacturers

                                Brazil ANVISA provides new details on proposed UDI framework for medical devices
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                                      Jul 31, 2021

                                                New Guidelines Published on Integrating UDI Into Quality Management Systems Under MDR, IVDR in Europe

                                The European Medical Device Coordination Group (MDCG) has published new recommendations for medical device manufacturers on integrating Unique Device Identification (UDI) data into their quality management systems
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                                      Jul 28, 2021

                                                Post-Brexit Medical Device and IVD Oversight: A New Plan for the UK MHRA

                                UK MHRA foretells brave new world of medical product oversight with new Delivery Plan
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                                      Jul 28, 2021

                                                The Future of SOP Compliance for Life Science Companies

                                SOP and learning management system (LMS) strategies for pharmaceutical, medical device and biotechnology manufacturers. Learn more at Emergo by UL and ComplianceWire.
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                                      Jul 26, 2021

                                                Usability Test Moderator’s Toolbox: The Five Whys

                                Five key questions usability test moderators can employ for determining root causes of device use errors and other issues. Learn more at Emergo by UL's Human Factors Research & Design division.
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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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