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Overview

ISO 13485 & Risk Analysis

1ISO 14971
Why this matters to Medical Device
Manufacturers
ISO 9001 & Risk Analysis

1SO 31000
What this means for other manufacturers
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Risk Impact Examples
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Firestone v Ford on exploding tires

Ford with exploding gas tanks

Suzuki Samural RelDvers

Peanut Corporation of America
Toyota???
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ISO 13485 & Risk Analysis

/.1 Planning of Product Realization

The organization shall establish documente
requirements for risk management
throughout product realization. S
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Note 3: See ISO 14971 for guidance related
to risk management.

7.3.2 Design and Development Inputs
e) the Output(s) of risk management (see 7.1).



ISO 14971

Application of Risk Management to Medical
Devices Released in 2007

Specifies a process for a manufacturer to
identify the hazards associated with medical
devices, including in vitro diagnostic (IVD)
medical devices, to estimate and evaluate the
assoclated risks, to control these risks, and to
monitor the effectiveness of the controls.



Other Major Industries with Risk Analysis

Aerospace & AS9100
Automotive & TS 16949
Telecommunications & TL 9000




ISO 9001 & Risk Analysis

0.1 General
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a) Its organizational environment, changes in that
environment, and the RISKS associated with that

environment.
|ISO 31000:2009
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