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Part 3. Method of test for systemic toxicity;
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1. Scope . 1

2. References

Foreword

This British Standard has been prepared under the direction
of the Surgical Instruments and Medical Equipment
Standards Committee. This Part is one of a series of
methods of test for assessing the biological hazards of
mgdical devices that directly contact body tissues or
substances that are to be introduced into the body other
than orally. The Parts of the standard published so far are
as follows. '

Part 1 Guide for the selection of biological methods of
test

Part 2 Method of testing by tissue implantation

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

Page

3. Definitions

4. Animals and husbandry
5. Preparation of extracts
6. Test procedure

7. Presentation of results
8. Assessment of results
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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 1 of this standard provides guidance on the selection
of recommended methods of test for the initial assessment
of biological hazards in medical devices. Each subsequent
Part of this standard describes a method of test recomm-
ended 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.
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AMD 6208

Amendment No. 1
published and effective from 31 July 1989
to BS 5736 : Part 3 : 1981

Evaluation of medical devices for biological hazards
Part 3. Method of test for systemic toxicity;
assessment of acute toxicity of extracts from
medical devices

Revised text

AMD 6208 Foreword
July 1989 At the end of the list of Parts of this standard published so far insert the following.

‘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’.

AMD 6208 Clause 1. Scope

July 1989 Delete paragraph 2 and substitute the following.

‘This method of test is recommended for the initial
assessment of devices in categories A, , B, C, and C; (see
Part 1 of this standard), i.e.:
category A, : those coming into contact, either directly
or indirectly, with breached or otherwise damaged skin,
e.g. wound dressings;
category B: those used to contain or administer
substances, including blood, which are introduced
parenterally into the body, e.g. intravenous
administration sets, hypodermic syringes and blood
bags;
category C,: those coming directly into contact with
recirculating blood, e.g. haemodialysis equipment and
intravascular catheters;
category C3: those coming directly into contact with
other body tissues and fluids, e.g. hip prostheses, breast
implants and ligation clips.’
In paragraph 3, line 4, delete ‘1979’ and substitute ‘1989'.

Delete the two footnotes (*, 1) referenced from the scope.
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