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                              Regulatory Update                        




                                      Dec 5, 2022

                                                MDCG Issues New Guidance on MDR, IVDR Authorized Representative Requirements

                                Europe’s Medical Device Coordination Group (MDCG) has issued guidance on the responsibilities of authorized representatives.
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                              Regulatory Update                        




                                      Dec 5, 2022

                                                US FDA Proposes Updates to Breakthrough Devices Program Guidance

                                The US FDA has issued draft guidance on select updates for the Breakthrough Devices Program guidance, expanding its scope to devices that will improve accessibility.
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                                      Dec 5, 2022

                                                US FDA Sets Some Steep Increases for 2023 Medical Device User Fees 

                                The FDA released its 2023 medical device user fees and some have increased sharply since last year.
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                                      Dec 2, 2022

                                                Taiwan’s MOHW Issues Draft Revision of UDI Requirements; Draft Amendment of the Charge Standards of Administrative Fees 

                                Taiwan’s MOHW has issued a draft revision of UDI requirements and a draft amendment of the charge standards of administrative fees for medical devices.
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                                      Dec 2, 2022

                                                US FDA Updates Guidance on Identifying and Responding to Deficiencies

                                The US FDA has revised its guidance document to update the considerations on identifying and responding to deficiencies in premarket submissions.
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                                      Nov 30, 2022

                                                Swiss Regulators Set to Recognize US FDA-cleared or Approved Medical Devices

                                New laws will enable manufacturers to leverage their FDA registrations for Swiss market access
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                                                Wiklund's Perspective: Electronic IFUs are Gaining Popularity

                                Electronic indications for use (IFUs) becoming more common for medical products and devices 
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                                      Nov 17, 2022

                                                US FDA Rules on Definitions of Device; Issues Revised Form for Reporting Adverse Events

                                US FDA issued revised guidance on definitions of device and counterfeit device. FDA also issued a revised MedWatch Form 3500A for adverse event reporting
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                                      Nov 16, 2022

                                                UL Solutions ComplianceWire® Rolls Out Enhanced Features for Life Sciences GxP Training and Qualification Management

                                New and upgraded learning management and training features to support pharmaceutical, medical device and biotechnology companies
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                                      Oct 28, 2022

                                                UK Medical Device Regulators Extend UKCA Transition Plan by One Year

                                The UK Medicines and Healthcare products Regulatory Agency (MHRA) has officially delayed implementation of planned medical device regulations by 12 months in order to avoid potential supply disruptions and allow more time for preparing necessary systems.
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                                                MDR Annex XVI Common Specifications Adopted by European Regulators

                                New provisions cover products with no intended medical purpose
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                                      Oct 21, 2022

                                                Quick Reference Guides: When Products are Better With – and Without Them

                                For medical devices and drug-delivery combination products, the Instructions for Use (IFU) or equivalent manual is usually the primary source of guidance. 
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A platform of digital products to improve, simplify and automate RA/QA activities.


OPUSTM

Emergo by UL's new human factors tool - provides training, tools, and resources.
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