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Possible Software System Safety Case Fragment
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Regulatory Physics

Confidence=0 .. % Q. ¥ U5 ¥ O prensiy, *J » whered]

IPECT
. Q:ﬁcrigthe quality of regulatory specifications, measuring the overall

comprehensiveness and correctness of these specifications. 1

« 0 . = | | a“&:_:apmz_j“aiegi , where Q.the guality of acceptance criterioni,

Aascep
measuring the reasonableness and/or acceptance level ofi. 9
* (O, .;isthe quality of all evidences submitted by the manufacturer, measuring

the trustworthiness, integrity, and acceptance levels of all such evidences.q

« 0 upy 15 the quality of traceability information submitted by the

raceab
manufacturer, measuring the Correctness, Consistency, and Completeness (C7)

of the traceability, and ¥
» Jisajudgment that regulators make on how well the acceptance criteria are

met by the device based on all the evidences.q

If all of the above quality values and J fall into the range of [0, 1], then the
confidence level is also somewhere in the range of [0, 1].9

November 1, 2011 AAMI Assurance Case Class



November 1, 2011 AAMI Assurance Case Class


http://en.wikipedia.org/wiki/File:Smiley.svg

