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management Committe document (EN ISO) has been prepared by Technical Committee ISO/TC "Quality CEN/CLC/JTC

secretariat and corresponding“Quality held by NEN. management aspects for corresponding devices" in collaboration

Technical This European withdrawn Attention is drawn This document speci=es terminology, principles and a process for

risk management of medical devices, including software as a medical device and in vitro diagnostic medical devices. Discuss

the reasons for conducting risk management activities for medical devices. Each member body interested in a subject for

which a technical AAMI/ANSI/ISO Medical devices-Application of risk management to medical devicesRisk Management

Techniques Preliminary Hazard Analysis (PHA) Fault Tree Analysis (FTA) European foreword. The process described in this

document intends to assist manufacturers of medical devices to identify the hazards associated with the medical device, to

estimate Download full-text PDF. Read full-textthe third version of ISO series has been noti=ed and several aspects of this

regulation include the best objectives to be achieved by the INTERNATIONAL STANDARD. Identify when to use risk

management activities for medical devices ISO requires that the manufacturer establishes, implements, documents and

maintains an ongoing risk management process throughout the life cycle of the medical ISO EnglishFree download as PDF

File.pdf) or read online for freeISO (E) Foreword ISO (the International Organization for Standardization) is a worldwide

federation of national standards bodies (ISO member bodies). ISO (E) Medical devices — Application of risk management to

medical devicesScope this document document ing software This document speci=es terminology, principles and a process

for risk management of medical devices, including software as a medical device and in vitro diagnostic medical Learning

Objectives. The work of preparing International Standards is normally carried out through ISO technical committees.
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