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Risk management SW-life-cycle

Scope process process

IS0 14971

Hardware only
(MEE and MES)

IEC 62304

Software embedded in
Hardware (e.g. MR
scanner)

stand-alone SW
as medical device
(e.g. Virtual
Colonoscopy)

scope

as non-medical device scope
extension

(e.g. Clinical axtension
management)

l Stand-alone SW
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http://www-935.ibm.com/services/jp/bcs/pdf/electronics/electronics_whos_in_change_j.pdf
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