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Medical Devices and Pharmaceutical Affairs Law
Noriko Yoshikawa
? Pro-ClusterK OBE ,Foundation of Biomedical Research and Innovation, Kobe, Japan

Abstract: Pharmaceutical Affairs Law (PAL) is intended to provide regulations required to ensure the quality,
efficacy and safety of drugs, quasi-drugs, cosmetics and medical devices. It is expected that the development of
new products will be promoted further corresponding to the progress of science and technology in the near future.
Medical devices are classified into the three categories on international classification and so forth in order to
accommodate diverse measures, according to the risk to the human body in association with the uses of various
sorts of medical devices. PAL requires medical safety and quality management system as essential principle. In
other words, PAL provides useful thought for development.
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Table Risk management steps

IT 2
Table Classification of Medical Devices 4 .
1 QMS/GMP
2
2
1 1
35 145
GHTF  http://www.ghtf.org/
41 3
122
17 3 29
JIS T14971:2003
2 169 16 12 17
JIS T14971 25
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