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Strengthening Laboratory Supervision and Management

WEI-SHENG HUANG, YA-CHI CHIU, KUAN-LIANG CHEN, WEI-RONG LA,
WAN-CHEN LEE, MING-SHIN LEE AND HWEI-FANG CHENG

Division of Risk Management, FDA

ABSTRACT

To promote the testing capacity and efficiency of private laboratories, we performed the port-of-entry
inspection of imported food and traditional Chinese medicine, the standard quantity limit of traditional Chinese
medicine, and the administrated of requested examination continuously in 2011, based on implemented
simplified accreditation procedure laid down in 2010. The number of accredited laboratories increased from 30
in 2009 to 81 in 2011. The number of accredited items also increased from 353 in 2009 to 729 in 2011. They both
are two-fold higher in 2011 than those in 2009.

In order to monitor double-figure laboratories, 22 proficiency tests and 79 conducting supervision
assessments were held for private accredited laboratories in 2011. In addition, the non-periodical assessment was
added to the plan of the conducting supervision assessment, focusing on the false examination report and “The
FDA logo of laboratory accreditation”. If the accredited laboratories fail to provide real examination reports or
perform proficiency tests, the government would trigger the revocation of accreditation. These procedures could
help the government monitor the accredited laboratories more thoroughly.

We had established the application guidelines of ”The FDA laboratory accreditation logo” and promoted
products tested by accredited laboratories. The public were also educated how to select a qualified laboratory for

their requested examination.

Key words: testing capacity and efficiency, accreditation laboratories, the FDA logo of laboratory
accreditation



