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Study of Nonconformities According to
ISO/IEC 17205 and ISO 15189 from
Auditing in Regional Medical Science

Center 3 Nakhonsawan, 2016-2020

Parichat Kanyaboon and Lomsalai Wongchanta
Regional Medical Sciences Center 3, Nakhonsawan, Department of Medical Sciences, Amphoe Muang,
Nakhonsawan 60000, Thailand

ABSTRACT Internal audit and evaluation on laboratory capacity by external auditors are important
parts of surveillance, monitoring and evaluation process of laboratory quality. The objective of this study
was to explore the weaknesses and challenges of the nonconformities (NCs) of the Regional Medical
Science Center 3 Nakhonsawan. The evaluation was conducted by gathering information on the NCs of
5 laboratories between 2016 and 2020. Data were classified according to ISO/IEC 17025 and ISO 15189
requirements, and then were analyzed and reported as percentage, frequency and the causes of
challenges. There were 318 NCs obtained from 5 laboratories performing 777 tests. Among these, 233 NCs
did not comply with the ISO/IEC 17025 standard and 85 NCs also did not comply with the ISO 15189
standard. We found that over 80% of the top five common challenges in ISO/IEC 17025 and the ISO 15189
were about testing methods, equipment, ensuring the validity of result, document control and reporting
of results, respectively. Analysis of the causes regarding the 5M1E among the top five challenges showed
that the testing method was the most common problem. The government authority should provide the
knowledge and raise awareness among staff members in laboratories. In addition, the laboratories should
further analyze the NCs data continuously. This can be performed by using more comprehensive data
collection that cover other dimensions related to surveillance programs, which are essential parts of risk

management of laboratories and continuous improvement planning.

Keywords: ISO/IEC 17025, ISO 15189, Nonconformities (NCs)
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