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                                      Jun 13, 2021

                                                Let’s Mix Things Up! Innovations in Reconstitution Technologies

                                Emergo by UL's Human Factors Research & Design (HFR&D) division shines a spotlight on developing technologies for reconstitution of lyophilized drugs. Learn about design considerations to reduce occurrence of use errors and make combination products more a
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                                      Jun 7, 2021

                                                IVD Devices: From Performance Evaluation Studies to Clinical Performance Studies, What has Changed?

                                For the marketing of in vitro diagnostic (IVD) medical devices  manufacturers need to demonstrate that their products perform as claimed, which typically requires performance data obtained from appropriate studies or from available state-of-the-art literat
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                                                Choosing an Optimal Formative Usability Test Sample Size

                                Considerations for ensuring that formative usability tests for medical products include appropriate numbers of subjects.

        

                
      
  



      

                                        




                
  
      
          
                                            [image: Three people reviewing drawings on a whiteboard]
                  

    
                          
    	
                              Insights                        




                                      Jun 2, 2021

                                                Estimating the Likelihood of a Use Error: Part 1

                                We consider likelihood versus severity as useful estimates of use errors. Learn more about human factors engineering (HFE) and usability issues at Emergo by UL.
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                                      Jun 2, 2021

                                                Singapore HSA Releases Draft Guidance on Medical Device UDI System

                                Singapore's Health Sciences Authority (HSA) published a draft guidance providing a comprehensive view of the upcoming Unique Device Identifier (UDI) system for medical device manufacturers and importers.
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                                      May 26, 2021

                                                EU MDR Date of Application Roundup: EMDN, eIFUs, UDI Helpdesk, Clinical Investigation

                                May 26, 2021 has arrived and the European union’s medical devices regulation (MDR) now governs medical devices (including active implantable medical devices or AIMDs).
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                                                Placing Medical Devices on the Swiss Market After the EU MDR Date of Application

                                Under the European Union's Medical Devices Regulation (MDR), Switzerland is currently considered a third country for medical devices. Find out what that means for manufacturers and importers, and how to safeguard obtain the proper clearance to place Europe
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                                      May 24, 2021

                                                TGA Publishes Guidance Documents for Reclassified Medical Devices

                                Australia's Therapeutic Goods Administration (TGA) provided information on deadlines and transitional arrangements for three of the six medical device categories slated for reclassification on November 25, 2021.
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                                      May 23, 2021

                                                 Consultation Open for Swiss Ordinance Governing IVD Products

                                The Swiss federal office of public health (FOPH) announced the opening of a public consultation on the draft in vitro diagnostics ordinance (IvDO) and amendments to the ordinance on clinical trials for medical devices (ClinO-MD).
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                                      May 19, 2021

                                                European Commission Issues MDR Factsheet for Class I Medical Device Manufacturers

                                The European Commission has published a new factsheet explaining how the upcoming Medical Devices Regulation (EU) 2017/745 (MDR) will affect manufacturers of low-risk Class I medical devices.
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                                      May 17, 2021

                                                KSA Update: New Saudi Medical Device Regulation, GHTF Applications, AI Requirements, and More

                                The new regulation retains most of the provisions of the interim regulation and serves as the fundamental basis of the SFDA’s authority to regulate medical devices.

        

                
      
  



      

                                        




                
  
      
          
                                            [image: Two EU flags flying in the wind]
                  

    
                          
    	
                              Regulatory Update                        




                                      May 12, 2021

                                                20th Notified Body Designated Under EU MDR While IVDR Designations Lag

                                Progress on Notified Body designation continues to raise IVDR capacity concerns

        

                
      
  



      

                            

        

      

    

          







  
                    
                      
  Pagination


      
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      
                      Page-29
                                              Page 29 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-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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Emergo by UL's new human factors tool - provides training, tools, and resources.
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