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Abstract

During the mid-1990s, when mobile phones became popular, there were reports that these phones
caused electromagnetic interference to surrounding electronic devices. Since medical electronic devices
in hospitals and active implantable medical devices (AIMD) in patients were included in the affected
devices, this interference emerged as a world social problem.

The effect of mobile phones on AIMD was studied throughout the world, and an international
guideline of a separation distance of 15 cm was established based on observations in the United States.
In contrast to this, Japanese guidelines employed a separation distance of 22 cm in 1996, based on
observations by NTT DOCOMO Inc. and the Pacemaker Committee.

At the time these guidelines were established, worldwide safety standards specifying the
electromagnetic compatibility of AIMD were not in place. However, an international standard that
required AIMDs to fall under the 15-cm international guideline was established in 2005 (ISO14708). In
Japan, it became a mandatory requirement to comply with this standard to receive marketing approval
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after 2006. In view of the circumstances of these changes, the separation distance of 22 cm in the
Japanese guideline was changed to 15 cm to promote consistency in 2013.
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