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                              Insights                        




                                      Oct 18, 2022

                                                Wiklund’s Perspective: Applying Human Factors to Standard Operating Procedures (SOPs)

                                People write SOPs for many important reasons, such as ensuring that company workers manufacture a vaccine properly. 
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                              Regulatory Update                        




                                      Oct 5, 2022

                                                FDA Finalizes Which Clinical Decision Software Functions it Regulates

                                The FDA has clarified the criteria for which clinical decision software it regulates as a medical device.
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                                      Oct 4, 2022

                                                South Korea Rules on Emergency Production and Distribution of Medical Products

                                South Korean regulators rule on emergency medical product manufacture and distribution.
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                                      Sep 27, 2022

                                                Singapore’s HSA to Commence Phase I Implementation of UDI Labeling in November 2022

                                Singapore’s HSA begins implementing Phase I of its UDI system requirements.
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                                      Sep 21, 2022

                                                Wiklund’s Perspective: Automation is (Mostly) a Good Thing

                                From an HFE standpoint, the main benefit of automation is that it largely eliminates the opportunity for a use error. 
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                                      Sep 16, 2022

                                                Brazil ANVISA Announces Major Medical Device Registration Updates

                                Updates include changes to ANVISA classification rules for software as a medical device (SaMD), technical dossier rules and more

        

                
      
  



      

                                        




                
  
      
          
                                            [image: European Union flag flying in the wind]
                  

    
                          
    	
                              Regulatory Update                        




                                      Sep 16, 2022

                                                New European Guidelines on Notified Body Surveillance Obligations Under the IVDR

                                The European Commission’s Medical Device Coordination Group (MDCG) has published guidance covering surveillance activities required of Notified Bodies under Article 110 of the In Vitro Diagnostic Medical Devices Regulation (IVDR). 
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                                      Sep 16, 2022

                                                Self-selection Study Tips, Part 1: Recruiting for a Successful Study

                                The US Federal Drug Administration (FDA) defines a self-selection study as an evaluation that “assesses the ability of consumers to apply drug labeling information to their personal health situation to make correct decisions."
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                                      Sep 15, 2022

                                                New US FDA Guidance Covers Computer Software Assurance for Medical Device Production

                                The US Food and Drug Administration has published new guidance recommending appropriate risk-based computer software assurance processes related to medical device production and quality systems in order to raise device manufacturing quality levels.
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                              Regulatory Update                        




                                      Sep 12, 2022

                                                US FDA Sets Emergency Use Authorization Policy for Monkeypox Diagnostic Test

                                New guidance from the US Food and Drug Administration establishes emergency market access for in vitro diagnostic (IVD) tests to diagnose monkeypox infections. 
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                                      Sep 11, 2022

                                                New European Manual on Borderline and Classification for Medical Devices and IVDs Issued

                                European Commissioners have published a highly anticipated new version of the Manual on Borderline and Classification for medical devices under the Medical Devices Regulation (MDR) and for in vitro diagnostic (IVD) devices under the In Vitro Diagnostic Med
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                                      Sep 6, 2022

                                                Australia Update: Medical Device UDI Implementation, Essential Principles Guidelines

                                The Therapeutic Goods Administration (TGA), Australia’s medical device market regulatory entity, has issued several updates regarding Unique Device Identification (UDI) regulations, Essential Principles compliance requirements and guidelines for active med
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A platform of digital products to improve, simplify and automate RA/QA activities.
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