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PREFACE

This Standard was prepared by the Australian members of the Joint Standards Australia/Standards
New Zealand Committee HE-012, Surgical Implants. After consultation with stakeholders in both
countries, Standards Australia and Standards New Zealand decided to develop this Standard as an
Australian, rather than an Australian/New Zealand Standard.

This Standard is identical with and has been reproduced from ISO 10993-17:2002, Biological
evaluation of medical devices, Part 17: Establishment of allowable limits for leachable substances.

The objective of this Standard is to specify a method for the determination of allowable limits {ar
substances leachable from medical devices. It describes a systematic process through which iacntified
risks arising from toxicologically hazardous substances present in medical devices can be qua-titi»d.

The term ‘informative’ has been used in this Standard to define the application of the arnex o which
it applies. An informative annex is only for information and guidance.

As this Standard is reproduced from an international Standard, the following applie :

(a) Its number does not appear on each page of text and its identity is show. only on the cover and
title page.

(b) In the source text ‘this part of ISO 10993’ should read ‘this Austr<'ian Standard’.
(c) A full point substitutes for a comma when referring to a decin al marker.

AS ISO 10993, Biological evaluation of medical devices, consisis oi'the following parts:
Part 1: Evaluation and testing

Part 3: Tests for genotoxicity, carcinogenicity and reproa:cti e toxicity

Part 4: Selection of tests for interactions with blood

Part 5: Tests for in vitro cytotoxicity

Part 6: Tests for local effects after implantation

Part 7: Ethylene oxide sterilization residuals

Part 8: Selection and qualification of referenc= materials for biological tests

Part 9: Framework for identification anc ruantification of potential degradation products
Part 10: Tests for irritation and delaved type hypersensitivity

Part 11: Tests for systematic toxicity

Part 12: Sample preparation ajid .eference materials

Part 13: Identification and.<uan:*‘ication of degradation products from polymeric medical devices
Part 14: Identification 24 quontification of degradation products from ceramics

Part 15: Identification «nd / ,uantification of degradation products from metals and alloys
Part 16: Toxicoki==tic stu'y design for degradation products and leachables

Part 17: Establisxmeit of allowable limits for leachable substances (this Standard)

References to In‘ernational Standards and European Standards should be replaced by references to
Australian «r Australian/New Zealand Standards as follows:

IS¢ AS ISO

Tu193 Biological evaluation of medical 10993 Biological evaluation of medical
devices devices
10993-1 Part 1: Evaluation and testing 10993.1 Part 1: Evaluation and testing
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INTRODUCTION

The determination of the suitability of a medical device for a particular use involves balancing any identified risks
with the clinical benefit to the patient associated with its use. Among the risks to be considered are those arising
from exposure to leachable substances arising from medical devices.

Risks associated with exposure to hazardous leachable substances are managed by identifying the leachatle
substances, quantifying the associated risks and limiting exposure within tolerable levels. This part of ISO 10953
provides a method by which maximum tolerable levels can be calculated from available data on health riskc
Allowable limits may be based upon health risks that can be systemic or local, immediate or delayed, ona -ange in
severity from minor localized adverse effects to life-threatening risks. These allowable limits are inter.lea ‘o be
derived, using this part of ISO 10993, by toxicologists or other knowledgeable and experienced individudls, capable
of making informed decisions based upon scientific data and a knowledge of medical devices.

The allowable limits derived may be used by anyone. In addition to use by ISO, other'standards-developing
organizations, government agencies, regulatory bodies, and other users for setting allowai'= I mits as standards or
regulations, manufacturers and processors may use the allowable limits derived to optii.:ize piocesses and aid in
the choice of materials in order to protect patient health. Where risks associated with ‘exposure to particular
leachable substances are unacceptable, this part of ISO 10993 can be used to goaliy alternative materials or
processes.
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AUSTRALIAN STANDARD

Biological evaluation of medical devices —

Part 17:
Establishment of allowable limits for leachable substances

1 Scope

This part of ISO 10993 specifies a method for the determination of allowable limits for subs’anc=s It achable from
medical devices. It is intended for use in deriving standards and estimating appropriate limits whe:< standards do
not exist. It describes a systematic process through which identified risks arising from foxicolcgically hazardous
substances present in medical devices can be quantified.

This part of ISO 10993 is not applicable to devices that have no patient contact (e.¢ in .7tro ciagnostic devices).

Exposure to a particular chemical substance may arise from sources other thc 1 the device, such as food, water or
air. This part of ISO 10993 does not address the potential for exposure from suci. sources.

2 Normative reference

The following normative document contains provisions whick;.througn reference in this text, constitute provisions of
this part of ISO 10993. For dated references, subsequent a nen'ments to, or revisions of, any of these publications
do not apply. However, parties to agreements based on this gart of ISO 10993 are encouraged to investigate the
possibility of applying the most recent edition of the normative document indicated below. For undated references,
the latest edition of the normative document refe rac to applies. Members of ISO and IEC maintain registers of
currently valid International Standards.

ISO 10993-1, Biological evaluation of medica, fev.ces — Part 1: Evaluation and testing

3 Terms and definitions
For the purposes of this part ~f ICO 10993, the terms and definitions given in ISO 10993-1 and the following apply.

31

allowable limit

AL

largest amount o1 2 leachable substance that is deemed acceptable on a daily basis, when taken into the body
through expo :ure to a medical device

NOTE Allow 1ble limits are expressed in dose to the patient for each applicable exposure period. The units used are mass
per uractime, e.g. milligrams per day. These doses represent tolerable risks for medical devices under the circumstances of
intcid'ed Lee.

2

be nefit factor

BF

numerical factor that takes into account the health benefit from use of the medical device(s) containing the
leachable substance in question
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