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Strengthening Laboratory Accreditation and Management

WEI-HSIN LO, LI-AN YANG, KUAN-LIANG CHEN, WEI-RONG LAI,
WAN-CHEN LEE, MING-SHIN LEE AND HWEI-FANG CHENG

Division of Risk Management, FDA

ABSTRACT

There were 90 accredited laboratories and 1,042 accredited items at the end of 2012, including 61
laboratories with 637 items in the food category, 12 laboratories with 20 items in the drug category, 14
laboratories with 414 items in the Traditional Chinese Medicine category, 15 laboratories with 54 items in the
cosmetic category, and 6 laboratories with 29 items in the medical device category. In 2012, in order to satisfy
the testing demand of port-of-entry inspection and government administration, 7 laboratories were accredited for
the multi-residue testing of beta-agonists in food. In total, 9 additional laboratories and 7 items were accredited
in 2012. For the testing of chemical drug adulteration in foods and Chinese herbal materials/preparations, there
were a total of 5 accredited laboratories and 367 accredited items. In 2012, 81 supervision inspections and 30
non-scheduled inspections were performed on the laboratories, especially the laboratories accredited for beta-
agonists, trans-fatty acids and veterinary drugs. In 2012, 23 proficiency tests were held, including 15 for food and
8 for pharmaceuticals and cosmetics. 7 new double-blind proficiency specimens for accredited laboratories were
held in 2012. Social marketing, blogs and other media channels were adopted to promote the FDA laboratory
accreditation logo in 2012. We also organized interactive internet games involving the logo and 21,716 people
participated in the games. This was to promote understanding on the importance of product testing by accredited
laboratories. Additionally, in order to eliminate duplicate testing, regulations regarding the recommendation,
registration and management of foreign official laboratories recognized by the Ministry of Health, Labour and
Welfare of Japan were enacted in 2012 and 5 laboratories were recommended and successfully registered.
Products tested by these laboratories can pass Japan customs more quickly, without the need for further tests.

Key words: accredited laboratories, FDA laboratory accreditation logo, the elimination of duplicated
test



