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opportunities could be their inability to
provide quality assurance to global cus-
tomers about their expertise and process
maturity. This in turn translates to the
inability of Indian companies to drive suc-
cessful regulatory and client audits.

What is an Audit?

An audit is a formalised procedure for
assessing the strength of quality stan-
dards and processes of an organisation in
line with certain defined industry stan-
dards and regulatory guidelines. An audit
can be conducted by many different
stakeholders including the internal quali-
ty department, external customers, part-
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robust process which would be sturdier to
potential defects and mistakes.

The rest of the issues can be
addressed to a great extent by proper and
intensive audit planning. For irrespective
of how hard we work or however strin-
gent we may presume our processes to
be, there is always room for improvement
and suggestions coming from an unbi-
ased third-party.

Audit Readiness

While we have discussed common
audit fears, let us also touch upon ways to
run a dream audit at length. The baseline
documents to run a data management

destroyed in anyway. These could include
training records, attendance records, audit
records, validation records, change
records, vendor records etc.

Validation Records: In order to
ensure compliance to 21 CFR Part 11 of
the USFDA, all systems used during data
management need to undergo a compre-
hensive validation exercise comprising of
an Installation Qualification (IQ),
Operational Qualification (0Q) and a
Performance Qualification (PQ). In order
to face an audit, the organisation should
ensure that all validation records are fully
up-to-date and signed-off and are readily
available for the Auditor review.
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