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Keeping Standards up-to-date

Standards are living documents which reflect progress in science, technology and
systems. To maintain their currency, all Standards are periodically reviewed, and new
editions are published. Between editions, amendments may be issued. Standards may
also be withdrawn. It is important that readers assure themselves they are using a current
Standard, which should include any amendments which may have been published since
the Standard was purchased.

Detailed information about joint Australian/New Zealand Standards can be found by
visiting the Standards Australia web site at www.standards.com.au or Standards
New Zealand web site at www.standard.co.nz and looking up the relevant Standard in
the on-line catalogue.

Alternatively, both organizations publish an annual printed Catalogue with full details of
all current Standards. For more frequent listings or natification of revisions, amendments
and withdrawals, Standards Australia and Standards New Zealand offer a number of
update options. For information about these services, users should contact their
respective national Standards organization.

We also welcome suggestions for improvement in our Standards, and especially
encourage readers to notify us immediately of any apparent inaccuracies or ambiguities.
Please address your comments to the Chief Executive of either Standards Australia
International or Standards New Zealand at the address shown on the back cover.
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PREFACE

This Standard was prepared by the Joint Standards Australia/Standards New Zealand
Health Standards Coordination Group, under the responsibility of the Multitechnics
Standards Policy Board.

The Standard is identical with, and has been reproduced from ISO 14971-1:¥e@ial
devices—Risk managemerRiart 1:Application of risk analysis

The objective of this Standard is to determine the safety of a medical device by
identifying hazards and estimating the risks associated with the use of the device.

Users of this Standard should also be aware of AS/NZS 4888k managemenwhich

was developed by the Joint Standards Australia/Standards New Zealand Committee OB/7,
and provides a generic guide for the establishment and implementation of the risk

management process involving establishing the context and the identification, analysis,
evaluation, treatment, communication and ongoing monitoring of risks. Risk management
is an integral part of good management practice, decision making and improvement which
may be applied at all stages in the life of an activity, function, project or asset, and often

involves a multi-disciplinary approach.

The decision to follow Standards policy by this adoption without modification of the
International Standard 1SO 14971-1:1998 will assist in the development of a common
methodology and understanding of the process of applying risk analysis. However, it
introduces a difference in application between this Standard and AS/NZS 4360 in that this
Standard does not address the full process of risk management described in AS/NZS 4360,
as can be understood by contrasting Annex E of this Standard with Figures 3.1 and 4.1 of
AS/NZS 4360.

As this Standard is reproduced from an International Standard, the following applies:

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

(b) In the source text, ‘this part of 1SO 14971 should read ‘this Australian/
New Zealand Standard’.

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

Judgements relating to safety, including the acceptability of risks, are
necessary in order to determine the suitability of a medical device for its
intended use. Factors influencing the perception of safety include the socio-
economic and educational background of the society concerned, and the
actual and projected situation and status of the patient. Such judgements
must take into account the intended use, performance, risks and benefits of
the device, and the risks and benefits associated with the clinical procedure.

The overall process for the control of risks is referred to as "risk
management". This part of ISO 14971 describes techniques for risk analysis
based on quantitative or qualitative estimation of the probability of possible

— consequences of a postulated event relating to the application of a medical
device. Risk analysis is the initial step in the overall process referred to as
risk management. Elements of risk evaluation and risk control are included in
the flow diagram (figure 1) for purposes of completeness. The relationship
between risk analysis, risk evaluation and risk control is illustrated in
annex E. Further work is under consideration.
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AUSTRALIAN/NEW ZEALAND STANDARD

Medical devices — Risk management

Part 1:
Application of risk analysis

1 Scope

- This part of ISO 14971 specifies a procedure for investigating, using available information, the safety of a medical
device, including in vitro diagnostic devices (IVD) or accessories, by identifying hazards and estimating the risks
associated with the device. It may be of particular assistance in areas where relevant standards are not available or

not used.

This part of 1ISO 14971 does not stipulate levels of acceptability because these are determined by a multiplicity of
factors that cannot be set down in such a standard.

This part of ISO 14971 is not intended to give guidance on all aspects of management of risks. Furthermore, it is
not intended to cover decision-making processes regarding assessment of the indications and contra-indications for
the use of a particular device.

2 Definitions

For the purposes of this part of ISO 14971, the following definitions apply.

2.1

harm

physical injury and/or damage to health or property
[ISO/IEC Guide 51]

22

hazard

potential source of harm
[ISO/IEC Guide 51]

23

risk

probable rate of occurrence of a hazard causing harm and the degree of severity of the harm
[ISO/IEC Guide 51]

24

risk analysis
investigation of available information to identify hazards and to estimate risks

NOTE 1 See annex E.

NOTE 2 Examples of sources of information are given in note 3 in subclause 3.4.
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25

safety

freedom from unacceptable risk of harm
[ISO/IEC Guide 51]

3 Procedure

3.1 General

The risk analysis procedure described in 3.2 to 3.9 and illustrated in the flow diagram given in figure 1 shall be
followed. A record of the conduct and results of the risk analysis procedure shall be documented and maintained by
the manufacturer.

NOTE 1 Risk analysis can be carried out as part of a quality system.

NOTE 2 The documentation of the conduct and results of the risk analysis procedure should include at least the following:

a) acomplete description and identification of the device or accessory under consideration;
b) alist of possible hazards as identified under 3.3;
c) anindication of the methods by which risks have been reduced to acceptable levels;

d) identification of which party carried out the risk analysis.

3.2 Identification of qualitative and quantitative characteristics related to medical devices

For the particular device or accessory being considered, all those characteristics that could affect its safety and,
where appropriate, their defined limits should be listed.

NOTE 1 Additional guidance on risk analysis techniques for IVDs is given in annex A.
NOTE 2 Additional guidance on risk analysis techniques for toxicological hazards is given in annex B.

The following questions can serve as a useful guide in drawing up such a list.

a) What is the intended use and how is the device to be used?

Factors that should be considered inciude the intended user, the required skill and training of the user, ergonomic
aspects, the environment(s) in which it is to be used, by whom it will be installed, and whether the patient can
control or influence the use of the device. Special attention should be paid to users with special needs, such as
handicapped persons, the elderly and children. Their special needs might include assistance by another person to
enable the use of a device.

b) Is the device intended to come into contact with the patient or other persons?

Factors that should be considered include intended contact, surface contact, invasive contact, implantation and,
respectively, period and frequency of contact.

c) What materials and/or components are incorporated in the device or are used?
Factors that should be considered include whether characteristics relevant to safety are known.
d) Is energy delivered to and/or extracted from the patient?

Factors that should be considered include the type of energy transferred and its control, quality, quantity, and time
function.
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