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HumanóFactorsóAssessment¶�A structured Ù©M7È������©��
tool (aligned with IEC 62366 & FDA Guidance) that uses 
decision logic to determine if design changes require HF 
Validation or if ���������existing�evidence��©�justif��no�
�ÙÙ���©��4 HF Validation.
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ThreeóHatsñFramework:óA model for HFEs to adapt their 
communication style (�I�I;�Explorer;�Architect;�Investigator) �©�
È��M� the product lifecycle ������to maximize influence. 
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