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6.1.1 When planning for the
quality management system, the
organization shall consider the
issues referred to in 4.1 and the
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6.1.2 The organization shall plan:
a) actions to address these risks
and opportunities; b) how to: 1)
integrate and implement the
actions into its quality
management system processes
(see 4.4); 2) evaluate the
effectiveness of these actions.
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proportionate to the potential
impact on the conformity of
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establish quality objectives at
relevant functions, levels and
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achieve its quality objectives, the
organization shall determine: )
what will be done; b) what
resources will be required; )
who will be responsible; d) when
it will be completed; ) how the
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