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GMP AUDITS n 1

WHAT SHOULD BE CONSIDERED REFERRING TO AUTHORITY INSPECTION?

Food And Drug Administration

e Health authority of the USA

.. .. Prasident White House (USA)
e Strong dependence on political decisions

e About 3.000 employees / 1.500 auditors

US. Department of Health
and Human Services (HHS)

e Responsible for the approval and the surveillance

e Strict authority Public Health Services
(PHS)
e Do not let them wait too long onto documents
e No confusion DA
/4 FDA
e Fast suspected fraud

http:/fwrww pharmamicroresources com/2017/08/
analysis-of-fda-warning-letters html

e Well organised and fast creating clusters referring to
topics

e Very interested and open to new technologies
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QUESTION 3

What is in the focus of an external audit?

A) CMOs
B) CLaOs

C) Both CMO and CLO
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EXAMPLE 2: GMP-AUDIT REPORT
STANDARDISATION OF THE MAIN PART

Audit Report Audit Report
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DATA INTEGRITY nA-

AUDIT EXPERIENCES

e Access rights to GMP systems not available or not acceptable
e User-level are not defined (admin vs user)

e General accounts

e Storage of orginals with effect onto document integrity

e Restest without reason

e Falsification of results

e No back-up system
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DATA INTEGRITY

EXAMPLES: REQUIREMENTS FROM THE FDA GUIDANCE

INTRODUCTION
BACKGROUND
QUESTIONS AND ANSWERS

Please clarify the following terms as they relate to CGMP records:
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. How does FDA use the terms “static” and “dynamic” as they relate to record formats?
. How does FDA use the term “backup™ in § 211.68(B)?...........cooooveeeeieeeeeeeeieeeeeeesaeeseee s
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What are the “systems” in “computer or related systems” in § 211.68?............cccoooeevnevnannnnncn.
When is it permissible to exclude CGMP data from decision making?

4
Does each workflow on our computer system need to belvalidated? 4
How shonlo CGMP computer systems be restricted? -
Why is FDA concerned with the use o‘shared login accountsror computer systems?...........6

How shouldiblank forms pe controlled? 6
How often should audif trails be reviewed?.[.........oovevvurrerreeersnesssmsssssssmssesssssessssassses 6
Who should review audit trails? 6
Cae used as accurate reproductions of paper or electronic records? .....7

Is it acceptable to retain paper printouts or static records instead of original electronic

records from stand-alone computerized laboratory instruments, such as an FT-IR instrument? .7
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11. Ca+lectronic signature*’e used instead of handwritten signatures for master production

and control records? 8

12. When does electronic data become a CGMP record? 8

13.  Why has the FDA cited use of actual samples during “system suitability™ or test, prep, or

equilibration runs in warning letters? 9

14. Is it acceptable to only save the final results from reprocessed laboratory

chromatography? 9

15. Canan internal tip regarding a quality issue, such as potential data falsification, be handled

informally outside of the documented CGMP quality system? 9

16. Should personnel hn detecting data integrity issues as part of a routine CGMP

training program? ..... o s 10

17.§ Is the FDA investigator allowed to look at my electronic records? 10

18. How does FDA recommend data integrity problems identified during inspections, in

warning letters, or in other regulatory actions be addressed? 10

@ iInfo@symmetric.events


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

Registration

Sneak Peek

Advanced Strategies and Future Trends in GMP Auditing

CLICK
HERE TO_ R@12e113 /3

Mliekarenska 9, 821 09

o N LI N E Bratislava, Slovak Republic
ID: 47 068 124

VAT no: SK2023741973
Office: +421 948 262 346

© 100% Secure payments

Your details are protected and safe with
us. Taxes calculated at the checkout.

E e w



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



