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                              Regulatory Update                        




                                      Apr 28, 2021

                                                TFDA Makes Further Announcements Regarding New Medical Device Regulations and Fees

                                Emergo by UL has assembled this roundup of key communications dealing with a new listing process for designated Class I devices.
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                              Regulatory Update                        




                                      Apr 27, 2021

                                                In Brief: Japan PMDA Issues Guidance on Package Insert Digitization Requirements

                                Japan's Pharmaceuticals and Medical Devices Agency (PMDA) published a guidance document with directions for posting digital package inserts online
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                              Insights                        




                                      Apr 26, 2021

                                                Center for Drug Evaluation and Research (CDER) - Latest Insights on FDA’s Expectations from 2021

                                Emergo by UL's Human Factors Research & Design team reports from the 2021 virtual human factors and ergonomic society (HFES) health care symposium.
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                                      Apr 21, 2021

                                                European Commission Offers New Guidance on Medical Device Standards Development

                                European Commission group provides new guidance on current and future approaches to medical device standards harmonization and development.
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                              Regulatory Update                        




                                      Apr 21, 2021

                                                In Brief: Vietnamese Ministry of Health Proposes New Decree for Medical Device Regulation

                                The Vietnamese Ministry of Health published a draft decree meant to consolidate and expand the country's regulatory framework for medical devices.
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                                      Apr 20, 2021

                                                US FDA Removes Some Software Functions from Medical Device Classification Regulations

                                The US food and drug administration adjusted the language in eight medical device classification regulations in a ruling published in the federal register.
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                                      Apr 19, 2021

                                                Considering Icons for Mobile Applications and Connected Medical Devices

                                Use of icons in medical device and application interfaces should reflect appropriate best practices, standards and expectations.
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                                      Apr 13, 2021

                                                TFDA Releases Details About Transition to New Taiwanese Medical Device Regulations

                                The Taiwan Food and Drug Administration (TFDA) has published documents explaining aspects of the transition to new medical device regulations.
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                              Regulatory Update                        




                                      Mar 29, 2021

                                                NMPA Publishes Revised Chinese Medical Device Regulations

                                Emergo by UL experts have conducted an initial review and identified the new information about the regulations that medical device manufacturers and importers will need to know.
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                              Regulatory Update                        




                                      Mar 26, 2021

                                                Brazilian Regulators Update Economic Monitoring Requirements for Some Medical Devices

                                Brazilian medical device regulator ANVISA has issued new regulations regarding economic monitoring of certain device types in order to boost transparency and establish reference pricing for these products.
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                              Insights                        




                                      Mar 25, 2021

                                                The Pursuit of Product Excellence Applies to Packages, Too

                                Healthcare and medical product developers should include package design in their product development efforts. Learn more at Emergo by UL's Human Factors Research & Design division.
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                              Regulatory Update                        




                                      Mar 24, 2021

                                                Guidelines Released for Transition in Philippines to ASEAN Harmonized Requirements

                                The Food and Drug Administration (FDA) of the Philippines published Circular No. 2021-002, providing for further implementation of the Association of Southeast Asian Nations (ASEAN) regulatory framework for medical devices.
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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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