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GMP AUDITS
WHAT SHOULD BE CONSIDERED REFERRING TO AUTHORITY INSPECTION?

Food And Drug Administration

• Health authority of the USA

•Strong dependence on political decisions

•About 3.000 employees / 1.500 auditors

•Responsible for the approval and the surveillance

• Strict authority

•Do not let them wait too long onto documents

•No confusion

•Fast suspected fraud

•Well organised and fast creating clusters referring to
topics

•Very interested and open to new technologies

https://www.symmetric.events/event/advanced-strategies-and-future-trends-in-gmp-auditing/?section=tickets
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QUESTION 3

What is in the focus of an external audit?

A) CMOs

B) CLaOs

C) Both CMO and CLO

https://www.symmetric.events/event/advanced-strategies-and-future-trends-in-gmp-auditing/?section=tickets
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EXAMPLE 2: GMP-AUDIT REPORT

STANDARDISATION OF THE MAIN PART
Audit Report Audit Report

https://www.symmetric.events/event/advanced-strategies-and-future-trends-in-gmp-auditing/?section=tickets
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DATA INTEGRITY
AUDIT EXPERIENCES

• Access rights to GMP systems not available or not acceptable

• User-level are not defined (admin vs user)

• General accounts

• Storage of orginals with effect onto document integrity

• Restest without reason

• Falsification of results

• No back-up system

https://www.symmetric.events/event/advanced-strategies-and-future-trends-in-gmp-auditing/?section=tickets


05

info@symmetric.events+421 2/222 001 66 Register Register 

DATA INTEGRITY
EXAMPLES: REQUIREMENTS FROM THE FDA GUIDANCE

https://www.symmetric.events/event/advanced-strategies-and-future-trends-in-gmp-auditing/?section=tickets
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