NOTICE: This standard has either been superseded and replaced by a new version or discontinued.
Contact ASTM International (www.astm.org) for the latest information.

QH”) Designation: F 2027 — 00

Standard Guide for
Characterization and Testing of Substrate Materials for
Tissue-Engineered Medical Products *

This standard is issued under the fixed designation F 2027; the number immediately following the designation indicates the year of
original adoption or, in the case of revision, the year of last revision. A number in parentheses indicates the year of last reapproval. A
superscript epsilonef indicates an editorial change since the last revision or reapproval.

F 748 Practice for Selecting Generic Biological Test Meth-

1. Scope
ods for Materials and Devices

1.1 This guide addresses material characteristics of raw or ! v )
virgin materials in a non-fabricated form that will ultimately ~ F 749 Practice for Evaluating Material Extracts by Intracu-
undergo additional processing into growth, support, or delivery _taneous Injection in the Rabb'n
vehicles for cells or biomolecules. This guide does not apply to F 755 Specification for Selection of Porous Polyethylene
packaged, sterilized, and finished tissue-engineered medical for Use in Surgical Implants _ _
products. F 756 Practice for Assessment of Hemolytic Properties of

1.2 The purpose of the guide is to assist the developer of Material$ .
tissue-engineered medical products to locate relevant existing F 763 Practice for Short-Term Screening of Implant Mate-

standards and test methods and to provide guidance for interim rials® ) ) )
use of materials for which a standard does not exist. F 813 Practice for Direct Contact Cell Culture Evaluation of

Materials for Medical Devicés

2. Referenced Documents F 895 Test Method for Agar Diffusion Cell Culture Screen-
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Contaminants in Biological Drug Produtts
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Implant Application8
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F 560 Specification for Unalloyed Tantalum for Surgical
Implant Applications

F 603 Specification for High-Purity Dense Aluminum Ox-
ide for Surgical Implant Applicatioh

F 604 Specification for Silicone Elastomers Used in Medi-
cal Application$

F 624 Guide for Evaluation of Thermoplastic Polyurethane
Solids and Solutions for Biomedical Applicatiéns

F 641 Specification for Implantable Epoxy Electronic En-
capsulants

F 665 Classification for Vinyl Chloride Plastics Used in
Biomedical Applicatiod

F 702 Specification for Polysulfone Resin for Medical Ap-
plication$
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