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ABSTRACT:OBJECTIVE To analyze the results of three NMPA's Microbial Proficiency Testing Programs, NIFDC-PT-288,
NIFDC-PT-340, and NIFDC-PT-446, to evaluate the microbiological testing abilities of laboratories nationwide in drug detection, thus
the regulatory agencies can learn the microbiological proficiency status of drug inspection laboratories and the laboratories can improve
the microbiological detection ability. METHODS  The results of the three proficiency testing programs were analyzed regarding the
satisfaction rate, identified problems, and key technical points, and the laboratory types, number of laboratories and capability of the
laboratories participating the three proficiency testing projects were analyzed. RESULTS The result satisfaction rates of provincial
food and drug inspection institutions were 95.7% ( NIFDC-PT-288), 86.4% ( NIFDC-PT-340) and 100.0% ( NIFDC-PT-446),
while the satisfaction rates of municipal food and drug control institutions were 95.5% ( NIFDC-PT-288), 83.9% (NIFDC-PT-340)
and 92. 5% (NIFDC-PT-446) , respectively. The satisfaction rates of enterprise laboratory were 86. 7% ( NIFDC-PT-288), 65.7%
(NIFDC-PT-340) and 80.2% ( NIFDC-PT-446), respectively. The satisfaction rates of other types of laboratories were 100. 0%
(NIFDC-PT-288), 61.5% (NIFDC-PT-340) and 86.7% (NIFDC-PT-446) , respectively. CONCLUSION The successful imple-
mentation of the three microbiological proficiency testing programs has provided the laboratories with effective external quality control
means, and it also provides the first-hand reference for regulatory authorities on the microbiological testing capability of nationwide drug
laboratories. The qualitative microorganism testing ability of drug laboratories is basically good, while the quantitative microorganism
testing ability needs to be improved.
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