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( Infrastructure Software )

(Software used to manage the

operating environment)

ex. Operating Systems
Programming Languages
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( Non-Configured Products )

( Run-time parameters may be
entered and stored, but the
software cannot be configured
to suit the business process.)
ex: instrument
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Non-Configured
Product
Supplier
Non-Configurable or Configurable Product Supplier
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( Configured Products )

( Software, often very complex
that can be configured by the
user to meet the specific
needs of the user’s business
process.)
ex: LIMS, ERP
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Category 5

URS ———————— Requirements

Testing(PQ

FRS — Functional Testing(0OQ)

DQ —

Integration Testing(IQ)

Specification Verification

Module
Spec. — Module Testing(IQ)
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Data Integrity and Compliance With

CGMP Guidance for Industry(April 2016)
How does FDA use the term “backup” in § 211.68(b)?
FDA uses the term backup in § 211.68(b) to refer to a true
copy of the original data that is maintained securely
throughout the records retention period (for example, §
211.180). The backup file should contain the data (which
Includes associated metadata) and should be in the
original format or in a format compatible with the original
format. This should not be confused with backup copies
that may be created during normal computer use and
temporarily maintained for disaster recovery (e.g., In
case of a computer crash or other interruption). Such
temporary backup copies would not satisfy the
requirement in § 211.68(b) to maintain a backup file of data.
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