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                                                Standards Sketching: A Quick Way to Incorporate Usability Best Practices

                                Our Human Factors Research & Design team discusses standard sketching techniques to develop essential device design features and components.
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                                                Wiklund's Perspective: Innovation in the Context of User Interface Design

                                A look at how innovative user interface design of medical devices and technologies can yield safer, more effective experiences for patients and users. Learn more at Emergo by UL's Human Factors Research & Design.
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                                                US FDA Cybersecurity Alert: Risks Found in Medical Device Software Components

                                The FDA reports cybersecurity threats found in some software components require medical device makers to take prompt action.
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                                                US FDA Recommendations for Voluntary Recalls of Medical Devices and Products

                                Final guidance from US FDA covers how manufacturers and distributors should develop and initiate voluntary recalls of products including medical devices, IVDs and pharmaceuticals. Learn more at Emergo by UL.
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                                                US FDA Issues Quality Management System Amendment FAQs

                                US FDA has provided answers to Frequently Asked Questions regarding planned harmonization of 21 CFR Part 820 quality management system requirements with the ISO 13485 standard.
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                                                Emergo by UL Launches Digital Human Factors Engineering Platform for Medical Device Manufacturers

                                Emergo by UL, a global medical device and healthcare technology consultancy, has launched a web-based platform, Optimal Product Usability Suite™ (OPUS).

        

                
      
  



      

                                        




                
  
      
          
                                            [image: Drawing of a lightbulb on a yellow background]
                  

    
                          
    	
                              Insights                        




                                      Mar 6, 2022

                                                Developing and Expanding In-House Human Factors Engineering Capability

                                OPUS™ digital access to human factors engineering (HFE) tools to enhance medical product safety, effectiveness and ease of use. Learn more at Emergo by UL Human Factors Research & Design.
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                                                How Long is the FDA Review Process for 510(k) Medical Device Submissions?

                                US FDA provides communication timeline for 510(k) reviews in accordance with MDUFA III performance goals. 
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                                                Options for Medical Device Companies to Appeal US FDA Regulatory Reviews and Decisions

                                FDA guidance outlines appeal options for medical device industry stakeholders disputing regulatory decisions and actions by the Center for Devices and Radiological Health (CDRH). Learn more at Emergo by UL.
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                                                US FDA Formally Proposes Aligning Quality System Regulations with ISO 13485

                                Proposed rule from US Food and Drug Administration harmonizes 21 CF Part 820 to ISO 13485 quality management system standard for medical devices.
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                                                US FDA Rolls Out Notification Requirements to Protect Medical Device Supply Chains

                                New US FDA guidance on notifications of medical device discontinuation or supply disruption during public health emergencies.
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                                                Wiklund's Perspective: HFE Consultancies Provide Crucial Support to HFE Teams Embedded Within Medical Technology

                                As more and more medical technology developers view human factors engineering (HFE) as a core competency, how are HFE consulting providers affected?
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