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                              Regulatory Update                        




                                      Jan 16, 2024

                                                UK Update: Start of the New Year and MHRA Announces Road Map

                                The medical device regulator for the UK, the MHRA, has posted the 2024-2025 UK regulatory roadmap to illustrate its plans for the year.
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                                      Jan 9, 2024

                                                EU Update: New Guidance on Exemptions to Clinical Investigations for High-Risk Medical Devices

                                Medical device makers in the EU will want to take note of new guidance regarding exemptions to clinical investigation requirements for high-risk medical devices.
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                                                Israel Update: Declaration Route for Low-Risk Medical Devices Now in Effect

                                The Israeli Medical Devices Agency (AMAR) has implemented revised registration requirements for some Class I medical devices and IVDs
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                                                US FDA Moves to Electronic Formats for Medical Device Export Documents

                                FDA now issues export certificates and documents electronically for medical device manufacturers and other stakeholders
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                                      Jan 3, 2024

                                                2024 EU MedTech Outlook: Economic Operators

                                The Medical Device Coordination Group (MDCG) has published guidance to facilitate the interpretation of the roles involved in gaining access to the European medical device market. 
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                              Regulatory Update                        




                                      Dec 21, 2023

                                                Brazil ANVISA Announces a Revised IVD Regulation RDC 830/2023 

                                Updates to the regulation include alignment with administrative provisions from the RDC 751/2022 on medical devices and some hints on what to expect next.
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                                                The 2023 Medical Device Regulatory Year in Review

                                We take a look back at some of the most significant medical device and IVD regulatory and compliance developments of 2023.
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                                                Integrating User Interface Design Validation into Human Factors Studies 

                                Learn best practices for integrating UI design validation into HF validation tests to support a smooth and productive endeavor. 
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                                                Wiklund's Perspective: Emergo by UL's Human Factors Highlights in 2023

                                Emergo by UL’s human factors team had a productive 2023, assisting medical device and pharmaceutical companies to develop products with safety, effectiveness and ease of use in mind.
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                                                 Conducting a Threshold Analysis to Meet FDA Expectations

                                Threshold Analysis and FDA Expectations | Emergo by UL
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                                                US FDA and EU Risk Classification of Medical Devices

                                FDA and EU Medical Device Risk Classification Impact on Human Factors

        

                
      
  



      

                            

        

      

    

          







  
                    
                      
  Pagination


      
                                                                                                                                                                      
                      Page-5
                                              Page 5 of 36
                                          
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      	
                        
                            Page-1
                            Page 1                        
                    
	
                        
                            Page-2
                            Page 2                        
                    
	
                        
                            Page-3
                            Page 3                        
                    
	
                        
                            Page-4
                            Page 4                        
                    
	
                        
                            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-31
                            Page 31                        
                    
	
                        
                            Page-32
                            Page 32                        
                    
	
                        
                            Page-33
                            Page 33                        
                    
	
                        
                            Page-34
                            Page 34                        
                    
	
                        
                            Page-35
                            Page 35                        
                    
	
                        
                            Page-36
                            Page 36                        
                    


          

  
      	
                                
              
                Previous page
              

            
                          
	
                                
              
                Next page
              

            
                          


  

            

  
    
    
    
    

    

    
    





          

      

  
          

  

  
    
      X

                    
          







  
  
                        
                                            Request information from our specialists

              Thanks for your interest in our products and services. Let's collect some information so we can connect you with the right person.

    
          
      
    
      

    

    Please wait…

  


        

  
        
  
    
    

  

  


  


    
            

      
        

      
                    
          

  
       Thank you! We've received your request.

                      We'll review your message carefully and get back to you as quickly as possible. To help ensure that you receive our reply, please add our domain @emergo.ul.com to your list of approved contacts.

  
  


  Ok


        

      
    

  



  
          



  


  


        
              
    

  




  


        
            
                        
  
            
            


  	


                    Services / Software
                            


  	


                    Market Access

         
                          
	


                    Human Factors Research & Design

         
                          
	


                    Privacy & Security Services

         
                          
	


                    Software: RAMS

         
                          
	


                    Software: OPUS

         
                          


            
	


                    Let's Connect
                            


  	


                    About

         
                          
	


                    Contact Us

         
                          
	


                    Office Locations

         
                          
	


                    Newsletter Sign-up

         
                          


            


      

  
    
      
  RAMS

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