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                              Regulatory Update                        




                                      Sep 15, 2020

                                                US FDA Updates Final Guidance on ISO 10993 for Medical Device Biocompatibility

                                Final FDA guidance on ISO 10993-1 for biological evaluation of medical devices gets an update. Learn more about US medical device regulations at Emergo by UL.
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                              Insights                        




                                      Sep 4, 2020

                                                Medical Device Usability Testing in China: Key Considerations for Manufacturers

                                New usability testing guidelines from China national medical products administration (NMPA) anticipated by late 2020. Learn more about China's medical device market and human factors engineering issues at Emergo by UL.
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                                                Self-Selection Studies: Guarding Against Contraindicated Use of OTC Medical Products

                                Recommendations for devising self-selection studies necessary to help consumers understand OTC medical product indications for use.
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                                      Sep 3, 2020

                                                UK MHRA Issues New Guidance on UK REP and Medical Device Regulatory Compliance

                                The UK Medicines and Healthcare products Regulatory Agency (MHRA) has posted new guidance regarding medical devices  placed on the market in Great Britain
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                                      Aug 19, 2020

                                                Updated European UDI FAQ Features Revised Compliance Deadlines

                                The European Commission has published a guide featuring complete timetables that incorporate recent regulatory postponements.
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                                      Aug 18, 2020

                                                 Understanding Sufficient Clinical Evidence Requirements Under the European Medical Devices Regulation

                                Considerations for medical device manufacturers ahead of MDR compliance for ensuring adequate clinical data management, including post-market clinical follow-up (PMCF) activities.
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                                      Aug 11, 2020

                                                US FDA Medical Device User Fees Increase 7% for 2021

                                FDA user fees for the agency's 2021 fiscal year increase by seven percent, including for small-business applicants. Learn more about US FDA regulatory issues at Emergo by UL.
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                                      Aug 7, 2020

                                                Human Factors Considerations When Developing Rapid COVID-19 Test Kits

                                Rapid COVID-19 test kit manufacturers should include human factors and usability components in their product development processes.
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                                      Aug 6, 2020

                                                Has FDA Relaxed Its Human Factors Expectations in Response to the COVID-19 Pandemic?

                                There are several key activities required by the US Federal Drug Administration (FDA) to meet its expectations for the application of human factors (HF) engineering to medical devices.
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                                      Aug 6, 2020

                                                Understanding Customers and Their Needs in Human Factors Engineering

                                Figuring out what users hope to get out of a medical device or IVD requires asking the right questions, observing your users, and ranking their needs by priority level.
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                                      Aug 4, 2020

                                                10 Steps to Conducting a Use-related Risk Analysis as Part of Your Human Factors Engineering Process

                                Use-related risk analysis (URRA) is a cornerstone activity for a thorough human factors engineering (HFE) process that meets the expectations set forth by US FDA and international reviewers.
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                                      Jul 21, 2020

                                                Switzerland Approves MedDO Revision and Moves Toward MDR Harmonization

                                New legislation is being rolled out in stages to match changing European regulations and prepare the ground for a mutual recognition agreement.
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