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[ Abstract |

new drug innovation, the number of clinical studies is growing in China these years. In these studies, the investiga-

With the intensifying globalization in drug research and development as well as the increasing

tor-initiated clinical trials began to take an increasingly significant position. Investigator-initiated clinical trials re-
present an important portion of medical research, and are a beneficial complement to industry clinical trials in tes-
ting and developing the new drugs or devices. More and more Chinese clinical staffs are hoping to know it and get
involved. We reviewed the regulatory mode and ideas for investigator-initiated clinical trials in other countries, es-
pecially in Europe and America, to provide reference for the development and improvement of relevant laws and
regulations in China.
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