Oo0bobobob0boOO000doo0oddidvel.12 No.1-4 Oct.2008

EEN

K EIZH1+35 CAD EH[IZDUL\T

ORAIN =
FUJIFILM Medical Systems USA, Inc.
Regulatory Approval of CAD in the United States
Akira Hasegawa, Ph.D.

Medical Research Dept., FUJIFILM Medical Systems USA, Inc., San Jose, USA
Abstract: It has been about 9 years since the Food and Drug Administration approved the first commercial CAD

for mammaography in the United States.

Since then, several companies obtained approvals for lung CAD, CT

lung CAD, Breast MRI CAD and CT colonography CAD. On the other hand, only a few mammography CAD
products obtained approvals from Ministry of Health, Labor and Welfare in Japan although the first CAD

product was approved in Japan about two years after the first CAD was approved in the United States.

This

article describes about CAD approvals in the United States and also briefly summarizes clinical studies for PMA

done by each CAD vendor.
them may be obsolete.
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