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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation on the meaning of ISO specific terms and expressions related to conformity
assessment, as well as information about ISO’s adherence to the WTO principles in the Technical Barriers
to Trade (TBT) see the following URL: Foreword - Supplementary information

The committee responsible for this document is ISO/TC 150, Implants for Surgery, Subcommittee SC 7,
Tissue-engineered Medical Products.
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Introduction

Structural evaluation of articular cartilage with conventional diagnostic technologies is challenging,
and Nihon University has developed technologies (see Reference [1]) and collected relevant data for in
vivo evaluation of articular cartilage structure by means of diffusion tensor magnetic resonance imaging
(DT-MRI) using 1,5 Tesla or 3 Tesla MRI equipment employed for treatment in hospital settings. These
data are released in this Technical Report prepared for reference in treatment settings.

This workis part of “Development of Cartilage Observation and Evaluation Technologies for Regenerative
Medicine Processes”,anactivity managed by the University under “Developmentof Evaluation Technology
for Early Introduction of Regenerative Medicine”, a project contracted by the New Energy and Industrial
Technology Development Organization (NEDO) to the National Institute of Advanced Industrial Science
and Technology (AIST) and its Technology Research Association of Medical Welfare Apparatus.
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