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Data Integrity

MOH approach and
expectations
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Data Integrity
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Why is Data Integrity still a ‘hot topic’ and
why do we continue to discuss it?
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A new look at an old topic P
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Raw Data + Meta Data

.0'M712 011N — Raw data

7¢ VORLIIZN NN NN VTAN NITIXK VTN — Meta data
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Ensuring data integrity
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ALCOA

...7 ONI'M I'w- Attributable
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ALCOA

01NN N2 X7 - Legible
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ALCOA

Contemporaneous, Complete, consistent
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ALCOA

"IN - Original
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ALCOA

|'X ,71'TN — Accurate
wnl ,|'n7 - Available
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Audit Trail
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Reviewing Audit Trail

Audit Trail - n 7y nOpa
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Bad Data is....
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Preventing Data Integrity issues
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Preventing Data Integrity issues
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Preventing Data Integrity issues
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Risk Management
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Classification of analytical instruments

LIMS
H PLC’ COMPLEX

GC printouts are NOT
Reprehensive

uv
Spec

pH 4 F
Meter I

®
10 X Y —
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Time [min]
he P . h

Drinking water sample, spiked with 10 pa/L of each ClO;", BrO,’, CIO,, 40 pa/L of eac|
g NO;, Br', 100 pg/L PO,*, 500 pg/L dichloroacetate; column: Metrosep A Supp 7 - 250
r I I l t O u t S (6.1006.630), eluent: 3.6 mmolL Na,CO,, 0.8 mL/min, column temperature: 45 *C
sample volume: 20 pL
t . I I
data AN O'X'MI2 0D

MHRA GMP Data Integrity Definitions and Guidance for Industry (March 2015)



Violation of Data Integrity found in inspections
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Violation of Data Integrity found in inspections
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Existence of Multiple Results / Channel
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Violation of Data Integrity found in inspections
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Violation of Data Integrity found in inspections
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Violation of Data Integrity found in inspections
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MOH expectations
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