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Preface

Biomaterials, Medical Devices, and Combination Products: Biocompatibility Testing and Safety
Assessment constitutes a completely revised and much expanded version of the third edition of
Safety Evaluation in the Development of Medical Devices Combination Products. While continu-
ing to focus on the objective of the earlier editions (to serve as a single-volume utilitarian guide for
those who are responsible for or concerned with developing and ensuring patient safety in the use
and manufacture of medical devices, it also reflects the vast changes that have come to pass in the
7 years since the third edition was published. It not only updates throughout, but also adds two new
chapters: 16, Special Case Devices, and 19, Leachables and Extractables, which incorporates cover-
age of current analytical methods (authored in part by Dr. Dave Albert) and the use of quantitative
structure—activity relationship methodology as a tool for use in supplementing actual testing.

Foremost, this new edition has been recast throughout to address the fact that device markets
are global, that technology continues to advance, and that global device safety regulation has
been increasingly harmonized. Each aspect of device safety evaluation is considered in terms of
International Organization for Standardization (ISO), U.S. Food and Drug Administration (FDA),
European Union (EU), and Japanese Ministry of Health, Labour, and Welfare (MHLW) perspec-
tives. Additionally, the continuing growth of technology has led to the incorporation of science
(particularly in the areas of immunotoxicology and toxicokinetics). Also incorporated are new case
examples and citations with the means of access to Internet-based regulatory and scientific sites,
reflecting the universal adoption of this technology into our world.
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