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                                                Follow-Up: US FDA Looking Into Medical Device Registrants’ UDI, GUDID Compliance

                                The US Food and Drug Administration has issued further communication with medical device registrants regarding UDI and GUDID requirements
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                                                Draft Medical Device Post-Market Surveillance Requirements Published for the UK

                                Statutory Instrument will align UK PMS requirements with those of the European Medical Devices Regulation (MDR).
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                                                What is the Applicable European Product Legislation?
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                                Our Human Factors consulting team can guide you on conducting human factors studies in relation to clinical trials and help navigate the FDA’s opinion on these studies.
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                                                Mexican Regulators Update GMP COFEPRIS Requirements from  NOM-241-SSA1-2021 and MDSAP

                                Medical device regulators in Mexico have updated Good Manufacturing Practices (GMP) COFEPRIS requirements from NOM-241-SSA-2021 and the Medical Device Single Audit Program (MDSAP).
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