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ABSTRACT

Positron emission tomography (PET) is one of the world’s most rapidly advancing medical
imaging technology. There are currently 45 clinical PET scanners installed in 41 hospitals in Taiwan.
The radiotracers used in the PET scans are mainly produced and supplied by cyclotron facilities in 9
hospitals island wide. In accordance with the “Regulation for manufacturing and compounding of PET
radiotracers”, the regulatory authority supervises the manner and quality of radiotracer production
by means of onsite inspection of these cyclotron facilities. To date, 95 on-site inspections have been
completed for nine centers, (including 32 inspections on new radiotracers and 63 follow-up inspections
of approved radiotracers). The results showed that local hospitals complied with the regulation standard
of have even achieved the international standard of American PET CGMP. This indicates that the PET

radiotracers used clinically in Taiwan are safe and of good quality.

Key words: PET radiotracers, hospital-based cyclotron facilities, regulation, inspection





