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Risk Regions

Frequent

Probable

i7)

Occasional

Remote

Probabil,

Improbable

Incredible

Negligible Marginal Critical Catastrophic

Example based on

ISO 14971, Fig E.1 Severity
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Quack Products

e Quack products were the subject of most of FDA's
device regulatory actions until the 1960s. Pictured here
are assorted versions of orgone accumulators,
developed by psychiatrist Wilhelm Reich to collect what
he believed was an ethereal substance in the
atmosphere vital to health and longevity.
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IEC 60601-1, Collaterals,
Particulars

Requirements for specific
technologies and/or hazards

Collateral Standards

Particular Standards Requirements for specific
equipment types
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Figure 1-15. X-Ray burn of Thomas McKenna, (1898)
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“I'll ha{}e toX-ray your arm again. This one is
overexposed.”
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