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Comparison between Requirements of
Thailand Medical Laboratory, Ministry
of Public Health (MOPH) Standards 2019,
with ISO 15189:2022, and Non-conformities
in Laboratories Accredited by the MOPH
Standards 2019 during Fiscal Years 2020—2023

Wannaprach Ruengdet, Siriphan Saeng-aroon, Raevadee Siritunyanont,

and Surasak Muenphon

Bureau of Laboratory Quality Standards, Department of Medical Sciences, Nonthaburi 11000,
Thailand

ABSTRACT The requirements of the Ministry of Public Health (MOPH) Standards for Medical
Laboratories have been met by complying with the international standard ISO 15189:2012. In 2022,
the international standard ISO 15189 underwent revision; therefore, the MOPH Standards must be
revised to comply more with ISO 15189:2022. This report is based on a retrospective review that compared
the MOPH Standards with ISO 15189:2022 and analyzed the conditions and non-conformities of 180
medical laboratories accredited by the MOPH Standards (edition 2019) from October 2019 to September
2023. The study showed that most of the requirements of the MOPH Standards 2019 were comprehensive,
aligning with the international standards. The average number of non-conformities and observations was
15 out of 75 requirements per laboratory. The top five non-conformities were internal quality control,
external quality assurance, management review, laboratory information for patients and users, and
method verification at 4.7%, 4.4%, 2.8%, 2.7%, and 2.6%, respectively. Among 35 testing items, there was
no internal quality control and external quality assessment. In addition, laboratories required support
from management in terms of resources, as well as knowledge about quality systems and the continuous

development of these systems. This will reassure and provide acceptance from service recipients.

Keywords: MOPH Medical Laboratory Standards, Medical laboratory, Quality system, Non-conformity

analysis
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