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Survey on GMP Inspections Reliance among PIC/S
Participating Authorities

HSIANG-YU WANG, SHU-CHING FU, YING-HUA CHEN,
LAN-HUI CHIH AND MING-SHIN LEE

Division of Quality Compliance and Management, TFDA

ABSTRACT

The Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme
(PIC/S) is an international co-operative arrangement which is composed of Regulatory Authorities in the
field of Good Manufacturing Practice (GMP) of medicinal products, which aims at harmonizing GMP
standards and quality systems of inspectorates worldwide and facilitating co-operation and networking
among competent authorities and international organizations, thus raising mutual confidence. In this
study, data collected from the listed foreign inspections between 2016 and 2018 conducted by PIC/
S Participating Authorities (PA), were analyzed for the trend of foreign inspections worldwide and the
degree of mutual trust among PIC/S PA. The survey showed that more than 1,000 inspections were
conducted by PIC/S PAs each year in over 80 countries. Based on the principle of risk management, more
than half of the foreign inspections were conducted in non-PIC/S member states, mainly in India and
Mainland China; however, still 40% of the inspections in PIC/S member states. Furthermore, the study
also revealed that more than 300 pharmaceutical manufacturers were repeatedly inspected by different
PIC/S PAs during the period. Taiwan FDA would coordinate with PIC/S to promote GMP inspection
reliance by assessing the GMP compliance of foreign pharmaceutical manufacturers through desktop

inspection instead of onsite inspection.

Key words: PIC/S, good manufacturing practice(GMP), GMP inspection of pharmaceutical
manufacturers



