


  
    

Skip to main content

    
                                  
                


      

              

                                
                
                                
  
    

      
                
            
            
        
    


            


  
          
                                                


  	


                    Services

         
                

                    


  	


                    Market Access

         
                          
	


                    Human Factors Research & Design

         
                          
	


                    Privacy & Security Services

         
                          


      
    
	


                    Software

         
                

                    


  	


                    RAMS

         
                            


  	


                    Product Classification

         
                          
	


                    Smart Builder

         
                          
	


                    Registration Tracker

         
                          
	


                    Regulatory Watch

         
                          
	


                    Regulatory Intelligence

         
                          
	


                    Affiliated Services

         
                          
	


                    Regulatory Reports

         
                          


            
	


                    OPUS™

         
                            


  	


                    Subscriptions

         
                          
	


                    eLearning

         
                          
	


                    Documents

         
                          
	


                    Tools

         
                          


            


      
    
	


                    News

         
                

                    


  	


                    Regulatory Updates

         
                          
	


                    Insights

         
                          
	


                    Press Releases

         
                          
	


                    Newsletters

         
                            


  	


                    RADAR

         
                          
	


                    TalkingPoints

         
                          


            


      
    
	


                    Resources

         
                

                    


  	


                    Market Data

         
                          
	


                    Process Charts

         
                          
	


                    eLearning Courses

         
                          
	


                    Guides

         
                          
	


                    Videos

         
                          
	


                    Case Studies

         
                          
	


                    White Papers

         
                          
	


                    On-Demand Webinars

         
                          
	


                    MDR Resource Center

         
                          
	


                    IVDR Resource Center

         
                          
	


                    LATAM Resource Center

         
                          
	


                    Asia Resource Center

         
                          


      
    
	


                    Events

         
                

                    


  	


                    Upcoming Webinars

         
                          
	


                    On-Demand Webinars

         
                          
	


                    Tradeshows

         
                          


      
    
	


                    About

         
                

                    


  	


                    Careers

         
                          
	


                    Locations

         
                          
	


                    Our Consultants

         
                          
	


                    ISO certificate

         
                          


      
    
	


                    Newsletter Sign-up

         
                  


                    

      

    


      
        
    
    
        
          
          
  
      Search
        

        








          

        

    




    
                    
    
                    
  
    
      Menu
    

  


            


        
                    
    



        
      
    

  




                
        

      
    

  


                      
      
                
              
  
    Industry Focus
    
      
        
          
                                                                                
                                          The healthcare industry is changing and we have the breadth of expertise to help you evolve with it. 

                                      

                                                                                                Overview
                                                        

          
                                                          


  


            

      

    

      
                






  
  
                  


                    
          
                

          
                        
          
            
                    
    [image: Doctor listening to baby's heart]
  


              

            

            
              
                Next
              

              
                Previous
              

            

          

        

                  

      

      

          

    

  

              
    
              
  
    Services
    
      
        
          
                                                                                
                                          Comprehensive service offerings at every point in the product life cycle. 

                                      

                                                                                                Overview
                                                        

          
                                                          


  	


                    Market Access

         
                          
	


                    Human Factors Research & Design

         
                          
	


                    Privacy & Security Services

         
                          



            

      

    

      
                







  
                        
                                    
        
  
    
                        RAMS
                  

    
          
  A platform of digital products to improve, simplify and automate RA/QA activities


    

    
                        


  Learn more
                  

  




  
    
                        OPUS
                  

    
          
  Emergo by UL's new human factors tool - provides training, tools, and resources.


    

    
                        


  Learn more
                  

  




                

      

      

          

    

  

              
    
                                          
  
    Software
    
      
        
          
                                                                                
                                          Our software tools offer digital regulatory monitoring for medical device compliance and access to human factors engineering tools. 

                                      

                                                                                                Overview
                                                        

          
                                                          


  	


                    RAMS

         
                            


  	


                    Product Classification

         
                          
	


                    Smart Builder

         
                          
	


                    Registration Tracker

         
                          
	


                    Regulatory Watch

         
                          
	


                    Regulatory Intelligence

         
                          
	


                    Affiliated Services

         
                          
	


                    Regulatory Reports

         
                          


            
	


                    OPUS™

         
                            


  	


                    Subscriptions

         
                          
	


                    eLearning

         
                          
	


                    Documents

         
                          
	


                    Tools

         
                          


            



            

      

    

      
                
          

    

  

              
    
              
  
    News
    
      
        
          
                                                                                
                                          The latest industry news and insights from our global team. 

                                      

                                                                                                View all
                                                        

          
                                                          


  	


                    Regulatory Updates

         
                          
	


                    Insights

         
                          
	


                    Press Releases

         
                          
	


                    Newsletters

         
                          



            

      

    

      
                







  
                        
                                    
        
  
    
                        RADAR : Market Access Newsletter
                  

    
          
  Stay informed with the most read RA/QA medical device newsletter.


    

    
                        


  Sign up
                  

  




  
    
                        TalkingPoints : Human Factors Newsletter
                  

    
          
  TalkingPoints is a round-up of news, insights, and resources about human factors and usability for medical devices, IVDs, combination products, and more.


    

    
                        


  Sign up
                  

  




                

      

      

          

    

  

              
    
                                          
  
    Resources
    
      
        
          
                                                                                
                                          Information and tools to advance your business. 

                                      

                                                                                                View all
                                                        

          
                                                          


  	


                    Market Data

         
                          
	


                    Process Charts

         
                          
	


                    eLearning Courses

         
                          
	


                    Guides

         
                          
	


                    Videos

         
                          
	


                    Case Studies

         
                          
	


                    White Papers

         
                          
	


                    On-Demand Webinars

         
                          
	


                    MDR Resource Center

         
                          
	


                    IVDR Resource Center

         
                          
	


                    LATAM Resource Center

         
                          
	


                    Asia Resource Center

         
                          



            

      

    

      
                
          

    

  

              
    
              
  
    Events
    
      
        
          
                                                                                
                                          Learn from our experts through live events. 

                                      

                                                                                                View all
                                                        

          
                                                          


  	


                    Upcoming Webinars

         
                          
	


                    On-Demand Webinars

         
                          
	


                    Tradeshows

         
                          



            

      

    

      
                






  
  
                  


                    
          
                

          
                        
          
            
                    
    [image: Doctor sitting at a desk taking notes from a labtop]
  


              

            

            
              
                Next
              

              
                Previous
              

            

          

        

                  

      

      

          

    

  

              
    
              
  
    About
    
      
        
          
                                                                                
                                          Our global consulting team works from 20+ offices on six continents. 

                                      

                                                                                                Overview
                                                        

          
                                                          


  	


                    Careers

         
                          
	


                    Locations

         
                          
	


                    Our Consultants

         
                          
	


                    ISO certificate

         
                          



            

      

    

      
                






  
  
                  


                    
          
                

          
                        
          
            
                    
    [image: global representation of the Earth]
  


              

            

            
              
                Next
              

              
                Previous
              

            

          

        

                  

      

      

          

    

  

              

      


  


                        


  
    

    


  



            
            
            
        
              
    

  
    
      
      
    Switch Language
  
  
                  	English
	한국어
	日本語
	Deutsch




          




  



  
      
          
                    
    News
  

            
                


  	


                    Regulatory Updates

         
                          
	


                    Insights

         
                          
	


                    Press Releases

         
                          
	


                    Newsletters

         
                          


          
  

              

    
  

  



  
    
      
          

  
    
      
                                [image: Emergo by UL News]
                      
          
                                    
                
    



              

                                  News

                        Get the latest global medical device regulatory news, insights from our experts and more.

                                          


  Contact us
                                                  

        


      

    

  


        
  
    
        
    
      	Home
	News


    
  


  


  
                          







  
  
                  


                    
                                          

    

    
    
    

    
        
    

            
                        Filter by

            
  







  
                        
                                  
  
    
        
          
                    
      
        

        


        
          Filter
        

                
                              Search Submit
                
                          

          

          
                                
            
            
        
        
            
                Filter by

                X
                                    
    
  
            
    
    
      News Type
      
        Open
      

    

    
                        	Insights
                                
	Press Release
                                
	Regulatory Update


            





          




    
  
            
    
    
      Service
      
        Open
      

    

    
                        	Human Factors Research & Design
                                
	Market Access


            





          




    
  
            
    
    
      Market
      
        Open
      

    

    
                        	Albania
                                
	Argentina
                                
	Australia
                                
	Bangladesh
                                
	Brazil
                                
	Canada
                                
	Colombia
                                
	Costa Rica
                                
	Egypt
                                
	Europe
                                
	France
                                
	Germany
                                
	Greater China
                                
	India
                                
	Indonesia
                                
	Israel
                                
	Japan
                                
	Kazakhstan
                                
	Malaysia
                                
	Mexico
                                
	Myanmar
                                
	New Zealand
                                
	Pakistan
                                
	Peru
                                
	Philippines
                                
	Saudi Arabia
                                
	Serbia
                                
	Singapore
                                
	South Africa
                                
	South Korea
                                
	Switzerland
                                
	The Netherlands
                                
	Turkey
                                
	Ukraine
                                
	United Kingdom
                                
	United States
                                
	Vietnam


            





          




                    

                            

            
              
                Reset all

                Done

              

            

            
              
                Reset all
              

            

        

              

        

      

    

    
      
        
                      
                          

                                
              
  Pagination


      
                                  

          

  
      

  
            

                    
            

      

    

  

      

      




        

        

    
    
    







  
                    
                    
  Pagination


      
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              
                      Page-31
                                              Page 31 of 36
                                          
                                                                                                                                                                                              	
                        
                            Page-1
                            Page 1                        
                    
	
                        
                            Page-2
                            Page 2                        
                    
	
                        
                            Page-3
                            Page 3                        
                    
	
                        
                            Page-4
                            Page 4                        
                    
	
                        
                            Page-5
                            Page 5                        
                    
	
                        
                            Page-6
                            Page 6                        
                    
	
                        
                            Page-7
                            Page 7                        
                    
	
                        
                            Page-8
                            Page 8                        
                    
	
                        
                            Page-9
                            Page 9                        
                    
	
                        
                            Page-10
                            Page 10                        
                    
	
                        
                            Page-11
                            Page 11                        
                    
	
                        
                            Page-12
                            Page 12                        
                    
	
                        
                            Page-13
                            Page 13                        
                    
	
                        
                            Page-14
                            Page 14                        
                    
	
                        
                            Page-15
                            Page 15                        
                    
	
                        
                            Page-16
                            Page 16                        
                    
	
                        
                            Page-17
                            Page 17                        
                    
	
                        
                            Page-18
                            Page 18                        
                    
	
                        
                            Page-19
                            Page 19                        
                    
	
                        
                            Page-20
                            Page 20                        
                    
	
                        
                            Page-21
                            Page 21                        
                    
	
                        
                            Page-22
                            Page 22                        
                    
	
                        
                            Page-23
                            Page 23                        
                    
	
                        
                            Page-24
                            Page 24                        
                    
	
                        
                            Page-25
                            Page 25                        
                    
	
                        
                            Page-26
                            Page 26                        
                    
	
                        
                            Page-27
                            Page 27                        
                    
	
                        
                            Page-28
                            Page 28                        
                    
	
                        
                            Page-29
                            Page 29                        
                    
	
                        
                            Page-30
                            Page 30                        
                    
	
                        
                            Page-32
                            Page 32                        
                    
	
                        
                            Page-33
                            Page 33                        
                    
	
                        
                            Page-34
                            Page 34                        
                    
	
                        
                            Page-35
                            Page 35                        
                    
	
                        
                            Page-36
                            Page 36                        
                    


          

  
      	
                                
              
                Previous page
              

            
                          
	
                                
              
                Next page
              

            
                          


  

          

  
    


    

    






  
  
                        
                                        
                                    




                
  
      
          
                                            [image: Philippines flag]
                  

    
                          
    	
                              Regulatory Update                        




                                      Mar 24, 2021

                                                Guidelines Released for Transition in Philippines to ASEAN Harmonized Requirements

                                The Food and Drug Administration (FDA) of the Philippines published Circular No. 2021-002, providing for further implementation of the Association of Southeast Asian Nations (ASEAN) regulatory framework for medical devices.
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                              Regulatory Update                        




                                      Mar 23, 2021

                                                European Regulators Publish New Q&A on Custom-Made Medical Devices

                                Manufacturers of custom-made medical devices (CMD) have a new FAQ resource for MDR compliance from the European commission's medical device coordinating group, or MDCG. Learn more at Emergo by UL.
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                              Regulatory Update                        




                                      Mar 22, 2021

                                                US FDA Publishes EUA Templates for COVID-19 IVD Submissions

                                The new and updated templates support Emergency Use Authorization (EUA) for IVDs intended for the diagnosis and/or treatment of COVID-19. 
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                                      Mar 21, 2021

                                                New Taiwanese Medical Device Regulations Set for May 2021

                                Taiwan Medical Devices Act will establish new regulatory framework for medical device market access. Learn more at Emergo by UL.
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                                      Mar 15, 2021

                                                Australia Will Develop UDI System for Medical Devices Following New Regulatory Amendment

                                An amendment to Australia's therapeutic goods act 1989 calls for the creation of a unique device identification (UDI) system for medical devices.
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                                      Mar 10, 2021

                                                Importers in Northern Ireland Must Comply with MDR Requirements

                                Medical device and IVD importers active in Northern Ireland must comply with MDR and IVDR requirements, according to updated UK MHRA guidance. Learn more at Emergo by UL.
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                                      Mar 1, 2021

                                                Eudamed Requirements Ahead of Eudamed

                                Eudamed is one of the key drivers of the European Medical Devices Regulation (EU) 2017/745 (MDR) and the In-Vitro Diagnostic Medical Devices Regulations (EU) 2017/746 (IVDR).
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                                      Feb 28, 2021

                                                UK Passes Post-Brexit Medical Device Regulatory Bill into Law

                                The UK Parliament passed the Medicines and Medical Devices Act 2021, providing the foundation for the country's post-Brexit regulatory system for healthcare products.
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                                      Feb 23, 2021

                                                UK MHRA Provides Registration Requirements for IVDs Undergoing Performance Evaluation

                                The United Kingdom's medicines and healthcare products regulatory agency, (MHRA) updated its medical device and IVD registration guidance to include a section on IVDs undergoing performance evaluation.
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                                      Feb 16, 2021

                                                How Legacy Medical Devices and IVDs Will be Managed in Europe’s Eudamed Database

                                Unique device identifier assignments and guidelines for legacy devices whose CE Marking will remain valid after MDR, IVDR come fully into force
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                                      Feb 14, 2021

                                                Norwegian Language Requirement Will Apply Following MDR Implementation

                                The Norwegian medicines agency (NoMA) has confirmed that, in order to be marketed in Norway, medical devices must include labeling and instructions for use (IFUs) in the Norwegian language.
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                                      Feb 11, 2021

                                                Introducing High Schoolers to Human Factors Engineering and Usability

                                Emergo by UL's Human Factors Research & Design team expanding awareness of human factors and usability.
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A platform of digital products to improve, simplify and automate RA/QA activities.
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