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Performance evaluation of portable glucose meters with

reference materials
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Abstract

A portable blood glucose meter is a medical device used to measure sugar levels in
diabetic patients for screening and controlling sugar levels. A portable blood glucose meter
imported from outside Thailand must be registered with the Food and Drug Administration
(FDA) before being used. The purpose of this study was to explore and collect data from a
portable blood slucose meter sold by 2 online shopping. This study presented an evaluation
of the analytical performance of a portable blood glucose meter with reference materials.

This study explores data for portable glucose meters sold by 2 popular online shopping
in Thailand. Al slucose meter data were analyzed using descriptive statistics, and 5 random
blood glucose meters from registered or non-registered with the FDA were used to evaluate
glucose meters using the Bureau of Radiation and Medical Devices' standard guideline blood
glucose meter verification criteria. A portable blood glucose meter explored in April 2022
found 58 brand/model (110 units), 49 in 58 brand/model (87.3%) of non-registered blood
glucose meters with the FDA, and explored in June to July 2022 found 47 brand/model (111
units), 34 in 47 brand/models (83.8%) of the non-registered blood glucose meter. Sellers inside
the country 48.2% and 68.5% were non-registered respectively. The leaflets in 5
brands/models contained information about the symbol and details such as CE and ISO 15197.
The evaluation of 1 in 5 brands/models of the coefficients of variation of blood glucose meters

is above 5%, and bias is above the required criteria.



In conclusion, 2 popular online shopping sales found above 80% of non-registered
blood glucose meters with the FDA. The majority of sellers are from within the country. Non-
registered blood glucose meters have low ability in the verification criteria of the Bureau of
Radiation and Medical Devices' standard guideline blood glucose meters.
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