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INTRODUCTION

Alginate has found uses in a variety of products ranging from simple technical applications such as
viscosifiers to advanced biomedical matrices providing controlled drug delivery from immobilized
living cells. As for most hydrocolloids, the functionality of alginate is related to its chemical and
structural composition. The aim of this guide is to identify key parameters relevant for the
functionality and characterization of alginates for the development of new commercial applications of
alginates for the biomedical and pharmaceutical industries.

1. Scope

1.1 This guide covers the evaluation of alginates suitable for
use in biomedical or pharmaceutical applications, or both,
including, but not limited to, Tissue Engineered Medical
Products (TEMPs).

1.2 This guide addresses key parameters relevant for the
functionality, characterization, and purity of alginates.

1.3 As with any material, some characteristics of alginates
may be altered by processing techniques (such as molding,
extrusion, machining, assembly, sterilization, and so forth)
required for the production of a specific part or device.
Therefore, properties of fabricated forms of this polymer
should be evaluated using test methods that are appropriate to
ensure safety and efficacy and are not addressed in this guide.

1.4 Warning—Mercury has been designated by EPA and
many state agencies as a hazardous material that can cause
central nervous system, kidney, and liver damage. Mercury, or
its vapor, may be hazardous to health and corrosive to
materials. Caution should be taken when handling mercury and
mercury-containing products. See the applicable product Ma-
terial Safety Data Sheet (MSDS) for details and EPA’s website
(http://www.epa.gov/mercury/faq.htm) for additional informa-
tion. Users should be aware that selling mercury or mercury-
containing products, or both, in your state may be prohibited by
state law.

1.5 This standard does not purport to address all of the
safety concerns, if any, associated with its use. It is the
responsibility of the user of this standard to establish appro-
priate safety and health practices and determine the applica-
bility of regulatory limitations prior to use.

2. Referenced Documents

2.1 ASTM Standards:2

D2196 Test Methods for Rheological Properties of Non-
Newtonian Materials by Rotational (Brookfield type)
Viscometer

F619 Practice for Extraction of Medical Plastics
F748 Practice for Selecting Generic Biological Test Methods

for Materials and Devices
F749 Practice for Evaluating Material Extracts by Intracuta-

neous Injection in the Rabbit
F756 Practice for Assessment of Hemolytic Properties of

Materials
F763 Practice for Short-Term Screening of Implant Materi-

als
F813 Practice for Direct Contact Cell Culture Evaluation of

Materials for Medical Devices
F895 Test Method for Agar Diffusion Cell Culture Screening

for Cytotoxicity
F981 Practice for Assessment of Compatibility of Biomate-

rials for Surgical Implants with Respect to Effect of
Materials on Muscle and Bone

1 This guide is under the jurisdiction of ASTM Committee F04 on Medical and
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