. i e
S

jon and Assurance Cases

- .
) s N
& 3‘

. i:' £
R

-
— -
-—

— Paul L. Jones
~~  OSEL/CDRH/FDA

05/01/11 SCC / NSA HCSS Workshop



rerm C Dgy;‘_._,;» -

C :’ff/f/f“JJF

gnlze (someone or something) as
g certain qualifications or

il = -

-—c i

: -In Its broadest sense includes everything that is
-~ used to determine or demonstrate the truth of
an assertion (claim).
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http://en.wikipedia.org/wiki/Truth
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— e h ve been certified as conforming to
~ 150 9001 therefore we produce quality
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= products + a certification letter.



Assurance Case Framework

Claims

Arguments

ound vs Fallaciou

Evidence
Confidence

Assumption
Legal
Infrastructure

Arguments based on Certification Trees

Certification

\

ABSTRACT
SPACE

Artifacts

Certification 1 Certification 2

Certification N




ation b arguméﬁ"

Sy allacious arguments DAsed on
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IWERCON! orm to the IEC 62304 medical device SDLC
= proc %655 standard therefore our medical device
=30 twa e IS safe
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= [in addition]|

“ \We conform to the ISO 14971 medical device risk
- management (process) standard therefore our

device is “very"” safe!



gertification, _@'el arguméﬁ' —

e

‘.aargument based on certlﬂcatlon

OJr Al achment plugs and receptacles are
== ’crlcally safe because they conform to
--.._;’gﬁé UL 498 standard + letter of

~ certification from Underwriters
Laboratories.
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for GILUSIC n i

gJJJr\)r-; need well defined certification
r)rJ_r ‘and legal infrastructure to

~ —€nal e trust in assurance cases which are
= ;vnecessa rily abstract.
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NEEEC "J Volve software engineering to
Acitde trusted tool chains, principled
= -ctices and meaningful metrics that

~ establish trustable evidence as a product
_‘"" is developed and maintained.
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