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2. Fallure to exercise sufficient controls over
computerized systems to prevent unauthorized
access or changes to data, and failure to have
adeqguate controls to prevent omission of data.
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Kyowa Hakko Bio Co., Ltd. (i#z#01% &/ 1 4)8/10/18

https://www.fda.gov/ICECI/EnforcementActions/WarningLetters/ucm617419.htm

Data Integrity Remediation

Your quality system does not adequately ensure the accuracy and
Integrity of data to support the safety, effectiveness, and quality of
the drugs you manufacture. We acknowledge that you are using a
consultant to audit your operation and assist in meeting FDA
requirements. Each third-party consultant used by your firm must

be qualified for their specific assigned function, including data
Integrity remediation.
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URS (A —H—ZEKR{EHE)
User requirements specification (URS)

3.2 The specification for new facilities, systems or equipment
should be defined in a URS and/or a functional specification. The
essential elements of quality need to be built in at this stage and
any GMP risks minimised. The URS should be a point of
reference throughout the validation life cycle.
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EU GMP Annex 15 (20145 KET RS +=PIC/S) PDAE#I&LY

Design qualification (DQ)

3.3 The next element in the validation of new
facilities, systems or equipment is DQ where the
compliance of the design with GMP should be
demonstrated and documented. The
requirements of the user requirements
specification should also be verified during the
design qualification.
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