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This is a common symptom of people to reduce work. And when doing this, they miss to capture the data which
are important when reviewed. May be the person doing activities, feels not so important or try to justify the
process (as try to avoid writing a particular data multiple times). But during review it becomes essential. So the
people working need to understand that writing values at real time with signature, date and timing is very
important to establish the authenticity of work. People should make a habit to put the date and time below their
signature.

Instead of counter the implementation of procedure and some extra work, people should try to understand first
the need of the implementation and then react.

ALCOA principle applicable for any work related to any laboratories:

Principle #1: Attributable
The person who performs a data-related task must be identifiable as the person who
performed that task.

Principle #2: Legible
Data activity should be timestamped with a record of when it took place.

Principle #4: Original
Every originally captured piece of data must be retained, rather than replaced or deleted.

Principle #5: Accurate
Data should be inputted, stored and maintained with precision and validity.

Principle #6: Complete
Data features a trackable audit trail to prove that nothing has been deleted or lost.

Principle #7: Consistent
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Data should display consistently, wherever it is accessed from within your document
management system.

Principle #8: Enduring
Records and information should be accessible and readable during the entire period in
which they might be needed... potentially decades after recording!

Principle #9: Available
Documents and records should be accessible in a readable format to all applicable personnel
responsible for their review or operational processes.

Identity of instrument and method.
Location may be required.

Can you read and understand
written entry? Can a data file be

capture and pi

Time and date (time zone) recorded
Use of scribes needs justification.

"| poraneous

Software and methods validated
Calculations and rounding correct.

B ALCOA+ & h
N ALCOA++ Criteria "
J ALCOA -
N Criteria "
Who acquired data All data/metadata including any
or performed an action? repeat or reanalysis performed.
When was the activity performed? P A‘I"I:|’ib|,,|tab\!= Includes any excluded data and all

changes. No deletions or unofficial
tests. Second person review checks

All records follow in the expected
sequence with supporting dates

read and understood? (May require Legible or time stamps
| | Readabl Enforcement by computer systems
after system upgrades or mig with technical controls
Documented or recorded at the Record on official & durable media.
time of the activity. Real time data Contem- Synchronise hybrid records.

No use of envelopes, cigarette
packets, sticky notes, lab coat
sleeve or body parts

TI1L

First written observation, e-record Accessible for review, audit or
or printout. No unautherised copies. inspection over the record lifetime.
True or verified copies are OK. P original Applied to any media used for GXP

Blank forms and master templates records. Dynamic data remains

controlled. dy ic. Mig | data readabl

No errors or editing without Data traceable throughout the
documented amendments. process and data life cycle including

Instruments calibrated/qualified. » Accurate changes with ne overwriting.

Metrolegical, time and metadata
traceability
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