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                                                UE for PDC: Little Bits of Usability Engineering for Platform-Device Companies

                                How platform-device companies as well as pharmaceutical companies can leverage usability engineering for combination products.
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                                                Use Errors Part 2: Estimating the Severity of Potential Harms

                                Part 2 of our series on medical device use errors examines effective approaches to estimating severity of potential harm, and how those estimates can support better risk management.
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                                                US FDA Revokes Emergency Use Authorizations (EUA) for Some Personal Protective Equipment (PPE)

                                US regulators have revoked emergency use authorizations for some non-NIOSH-approved personal protective equipment (PPE) as the country's COVID-19 public health emergency situation evolves. Learn more at Emergo by UL.
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                                                Singapore HSA Explains New Developments for COVID-19 Test Kit Authorizations

                                The Singapore health sciences authority (HSA) announced that it is no longer accepting provisional authorization (PA) applications for COVID-19 test kits.
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                                                US FDA Aims to Improve Cybersecurity Related to Servicing and Maintenance of Medical Devices

                                FDA seeks feedback from stakeholders on four key cybersecurity issues associated with servicing of medical devices. Learn more about US FDA medical device cybersecurity regulations at Emergo by UL.
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                                                EC MDCG Explains Eudamed Requirements for Actors Under MDR, IVDR

                                New MDCG Q&A explains Eudamed registration requirements and obligations for actors that do not fall under MDR Article 31 or IVDR Article 28. Learn more at Emergo by UL.
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                                                 US FDA Publishes Draft Guidance on Distinguishing Between Servicing and Remanufacturing Devices

                                The document addresses maintenance activities performed on products that have the potential to impact their regulatory status.
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                                                A Personal Testament to the Importance of Medical Technology

                                Emergo by UL human factors engineer Emilee Stanczyk offers a personal reflection on how fitness tracker design has impacted her family.
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                                Special considerations for conducting clinical performance studies for companion diagnostics under the European IVDD and IVDR
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                                                Chinese Regulatory Bodies Provide Updates on Revised Medical Device Regulations

                                China's national medical products administration (NMPA) and center for medical device evaluation (CMDE) published announcements and supporting documents relating to State Council Order No. 739, which revised the country's medical device regulations
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                                                European Commission Publishes IVDR Joint Implementation Plan

                                EC maintains May 2022 date of application for IVDR despite calls for delay
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                                                ISO 20916: IVD Medical Device Clinical Performance Studies at a Glance

                                ISO 20916 provides appropriate IVD medical device definitions and insights on the roles and responsibilities of all involved parties and differentiates interventional CP studies.
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