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                                      Aug 22, 2023

                                                Knowledge Tasks, Product Labeling Design and FDA Guidelines: Webinar Debrief 

                                An overview of Emergo by UL’s approach to knowledge tasks to align with FDA expectations. 
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                                                Reducing Use Errors: Avoiding Negative Transfer

                                Negative transfer occurs when a participant assumes a new device or product works like a different product they’ve used in the past and can result in significant use errors. 
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                                                Usability Testing of Medical Devices Used by Teams

                                Discover how to conduct usability testing for medical devices used by teams. Learn about recruiting participants, staffing the test, and debriefing them.
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                                                Wiklund's Perspective: User Testing versus Usability Testing -- What’s the Difference?

                                Human factors engineering (HFE) veteran Michael Wiklund reveals the difference between user testing and usability testing. 
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                                                Update on the Switzerland Swissmedic Medical Device Database

                                With the European medical device and IVD regulations Date of Application and the expiration of the agreement on mutual recognition of conformity assessments (MRA) between the EU and Switzerland, Switzerland has been operating as a “third country.” 
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                                                European Association of Notified Bodies Releases Report on MDR Transition 

                                The European Association of Medical Devices Notified Bodies, Team-NB, released a white paper on August 10, 2023, called “New MDR Transition Timelines and Notified Body Capacity” (TEAM-NB Position Paper). 
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                                                New Guidelines for Modifications to Medical Device Registrations in Mexico

                                Mexican regulators have updated guidance on rules for modifications to medical device registrations that could streamline COFEPRIS reviews
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                                                Emergo by UL Accredited for Research Tax Credit Programs Promoting Innovation in France

                                New innovation program provides incentives for French companies to conduct research and development through accredited organizations including Emergo by UL
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                                                European Competent Authorities Sound Alarm on IVD Shortages

                                Recent surveys of IVD manufacturers in the European Union show slow transitions to IVDR compliance
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                                                Malaysia Medical Device Regulator MDA Revises Consultancy Services

                                The Malaysia Medical Device Authority (MDA) updated its consultancy services (August 2, 2023). Initially offered in July 2019, as in-person consultation services (quoted as RM 600 per hour), the MDA’s services have now been relaunched.
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                                                The Effect of Europe’s Artificial Intelligence Act on the Medical Device Industry  

                                How draft European legislation will affect compliance for products including medical devices with artificial intelligence (AI) components
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                                                EU Update: The Activities and Accomplishments of CORE–MD

                                The Coordinating Research and Evidence for Medical Devices organization, better known as CORE-MD, is an EU collaboration of 22 entities that strive to improve clinical evidence methodologies on high-risk implantable medical devices.
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