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using collagen meniscus substitute: function of joint regulation
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The purpose of this project was to clarify the possibility of clinical application of newly
developed collagen-based meniscus substitute for a meniscus defect which thought to be
irrepairable by means of existing treatment procedures. This project included non-clinical in
vitro studies to show safety, animal studies to prove safety and efficacy, to develop suitable
surgical procedure and surgical equipments, to establish evaluation methods of knee and

motion function pre and post surgery, and to prepare and explore the method for the human
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clinical trials by discussing with the manufacturing company, an appointed company which
undergoes clinical trial, and PMDA. As results from this project, pre-clinical in vitro and
animal study demonstrated safety and efficacy of this medical device for a treatment of
meniscus defect and that there is a possible procedure to use this device in human. In
addition to these results, new evaluation methods including MRI or motion analysis have

possibility to show the efficacy in human clinical trials.
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