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Foreword

This revision of this Part of BS 5736 has been prepared under the direction of the
Health Care Standards Policy Committee. It supersedes BS 5736 : Part 2 : 1981,
which is withdrawn. It is one of a series of methods of test for assessing the
biological hazards of medical devices that directly contact body tissues or
substances that are to be introduced into the body other than orally. The other
Parts of BS 5736 are as follows?.

Part 1 Guide for the selection of biological methods of test

Part 3 Method of test for systemic toxicity; assessment of acute toxicity of
extracts from medical devices

Part 4 Method of test for intracutaneous reactivity of extracts from medical
devices

Part 5 Method of test for systemic toxicity; assessment of pyrogenicity in
rabbits of extracts from medical devices

Part 6 Methods of test for sensitization; assessment of the potential of
medical devices to produce delayed contact dermatitis

Part 7 Method of test for skin irritation of extracts from medical devices

Part 8 Method of test for skin irritation of solid medical devices

Part 9 Method of test for eye irritation

Part 10 Method of test for toxicity to cells in culture of extracts from medical
devices

Part 11 Method of test for haemolysis

The principal changes made from the previous edition of this Part of BS 5736 are
as follows.

(a) The use of specimens of circular cross section is now specified.
(b) The anaesthetic used to anaesthetize the animals is no longer specified so
that any suitable anaesthetic can be used.

(¢) A number of detailed changes to the methodology have been introduced to
bring it in line with current practice and, wherever possible, with the
implantation test described in BS 5828.

Part 1 provides guidance on the selection of recommended methods of test for
the initial assessment of biological hazards in medical devices. Each subsequent
Part of BS 5736 describes a method of test recommended for the testing of
particular categories of medical devices, and reference to Part 1 is required as a
basis for the use of all other Parts.

Attention is drawn to the provisions of the Animals (Scientific Procedures)
Act 1986.

Compliance with a British Standard does not of itself confer immunity from
legal obligations.

DAdditional methods of test will be published as they become available. Documents
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