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FDA's acceptance of data from clinical trials for decision-making
purposes is dependent upon its ability to verify the quality and
integrity of such data during its onsite inspections and audits. To
be acceptable the data should meet certain fundamental elements
of quality whether collected or recorded electronically or on paper.
Data should be attributable, original, accurate, contemporaneous,
and legible.

[ Computerized Systems Used in Clinical Trialsl & D#g#%

Data should be
A: Attributable (IB=EE)
L' Legible (EI:IJE}iblll-_)

%)

0: Original (}?ZIKIE)

A: Accurate (IEHETS)
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Data governance measures should also ensure that
data is complete, consistent, enduring and available
throughout the lifecycle, where;

Complete — the data must be whole; a complete set
(T2 THELUTLD)

Consistent — the data must be self-consistent
(—&% : T —FDIR/WWN—EB UL TLDB, FEHW)

Enduring — durable; lasting throughout the data lifecycle
(MAME - Kield : BRZEEE U THLegibleZz kDR 0)Y)

Available - readily available for review or inspection purpose
(ERSF A EEM « MBRFRIDHE B)

[MHRA GXP Data Integrity Guidance and Definitions; Revision 1: March 2018] KX Dk
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