J. Biomed. Eng. Res:123-128, 2010

AR LA NETE A A7

1 1 1 1 1 2 PTaTYs (-2
23, o|uy, oy, w1, UEY, olels, Hhalih, Halm

Ly golopzotalgs1el EAFATH §HIE,
Py golorg b SR 871

Research of Developing of Standards for
Electronic Thermometers

EJKim', MJ.Lee', B.Y.Lee', KG.Park', D.SKim', 1.S.Lee’, HD.Park’, H.K.Jeong®

IDepartment, Fusion Technology Medical Devices Team, Pharmaceuticals and Medical Devices Research,
National Institute of Food and Drug Safety Evaluation,
ZDiagnostic Medical Devices Division, Korea Food & Drug Administration
(Received December 2, 2009. Accepted April 7, 2010)

Abstract

The thermometers is widely used in diagnostic medical devices, and the safety and accurate performance of these devices are important in
the diagnosis and monitoring of personal health. Especially, the accuracy of infra-red thermometer is highly emphasized. Here two typical
thermometers are utilized for this purpose: the electronic thermometers measure body temperature by contacting to subject while infra-red
thermometers measure by no contacting to subject. Therefore, the evaluating items of each thermometer are different, and the standard for
each temperature is highly needed. But, there have been no international standards of each thermometer such as IEC. In this paper, we
developed the standards of electronic and infra-red thermometer based on national standards such as KS, ASTM, EN, JIS and FDA guidance.
The new standards focused on the safety and suitable performance for health care. This standards were applied to enact and revise the
electronic medical device standards. So it can be applied to evaluate the safety and performance on technical file review. We predict that this
standard will improve the quality of diagnostic medical devices (thermometers) and increase the international competitive power of domestic
product.
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