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Survey on the Usefulness and Items Revision in
Aide-Memoires on Inspection of Quality Control
Laboratory

YU-CHEN TAI, HSIANG-YU WANG, JIA-LING SHI, SHU-CHING FU,
YING-HUA CHENG, SHU-FEN WANG AND MING-SHIN LEE

Division of Risk Management, TFDA

ABSTRACT

The Pharmaceutical Inspection Co-operation Scheme (PIC/S) is an international co-operative
arrangement which is composed of GMP regulatory authorities from all over the world for promoting the
consistency of inspection procedures. The “Aide-Memoires on Inspection of Quality Control Laboratory”
(Aide-Memoires) published by PIC/S is the guidance for GMP inspectors to carry an inspection on a QC
Lab located at pharmaceutical manufacturers. This study is aimed at reviewing the usefulness and items
need to be revised of Aide-Memoires by conducting a questionnaire survey of competent authorities
from different countries. The survey results showed that the Aide-Memoires was scored 7.7 in average
out of 10 in the aspect of usefulness, meaning that most GMP regulatory authorities considered the Aide-
Memoires is useful guidance for QC Lab inspection. However, among 45 items, 167 notes and 185
Crucial Questions in this document, Validation of Test Methods, Electronic Documentation/Computerized
Systems, Trending, Laboratory documentation and Data traceability are the top 5 items that most GMP
regulatory authorities recommend for revisions. The outcome of this survey illustrated that, as the GMP
requirements progressed and testing techniques improved, current “Aide-Memoires on Inspection of
Quality Control Laboratory” does need to be amended. This study will benefit further amendment of

Aide-Memoires.

Key words: GMP inspection of pharmaceutical manufacturers, QC lab, GMP guide, PIC/S, aide-
memoires



