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A well planned, documented, and
managed engineering approach to the
start-up and turnover of facilities,
system, and equipment to the end-user
that results in a safe and functional
environment that meets established
design requirements and stakeholder
expectations.
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e Establishing documented evidence
which provides a high degree of
assurance that a specific process will
consistently produce a product
meeting Its pre-determined
specifications and quality attributes.
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a subset of Validation
Including 1Q/OQ/PQ and is “
The documented verification
that all aspects of a facility,
utility or equipment that can
affect product quality ...
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...adhere to approved specifications” (1Q)
...operate as intended throughout all
anticipated operating ranges” (OQ)
...performs as intended meeting
predetermined acceptance criteria” (PQ)
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The partial commissioning and
gualification of equipment and/or
systems prior to their shipment
from the fabricator’s site.
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Inspection and/or dynamic testing of
the system or major system
components to support the
gualification of an equipment system
conducted and documented at the
manufacturing site.
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