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INTRODUCTION

This technical report is a guide to help a HEALTHCARE DELIVERY ORGANIZATION (see 1.2)
fulfilling its obligations as a RESPONSIBLE ORGANIZATION in the application of IEC 80001-1, in
conjunction with other technical reports in this series. Specifically, this guide helps the
HEALTHCARE DELIVERY ORGANIZATION assess the impact of the standard on the organization
and establish a series of business as usual PROCESSES to manage RISK in the creation,
maintenance and upkeep of its MEDICAL IT-NETWORKS. Whilst this document is aimed solely at
HEALTHCARE DELIVERY ORGANIZATIONS, the term RESPONSIBLE ORGANIZATION is used throughout
this document to ensure consistency with IEC 80001-1. In this respect the two terms are
synonymous.

This technical report will be useful to those responsible for establishing an IEC 80001-1
compliant RISK MANAGEMENT framework within a RESPONSIBLE ORGANIZATION that is expecting
to establish one or more MEDICAL IT-NETWORKS. In particular, the RISK MANAGEMENT framework
should address the KEY PROPERTIES — SAFETY, DATA AND SYSTEM SECURITY and EFFECTIVENESS —
as defined in IEC 80001-1. The purpose of the framework is to ensure that the potential
problems associated with the incorporation of MEDICAL DEVICES into IT-NETWORKS, identified in
IEC 80001-1, are avoided.

Defining and implementing the RISK MANAGEMENT framework and the business change that can
result, will require the RESPONSIBLE ORGANIZATION to draw upon a range of skills from within
the organization, managerial, clinical and technical. Where such skills are not available within
the RESPONSIBLE ORGANIZATION, consideration should be given to collaboration with similar
organizations or through experts in the field. It is important that the RESPONSIBLE
ORGANIZATION be able to draw upon expertise with respect to appropriate standards and their
corresponding technical reports.

In establishing a RISK MANAGEMENT framework, a RESPONSIBLE ORGANIZATION will need to take
account of:

— the size and capabilities of the organization;

— the extent of its IT operations and the complexity of its current infrastructure and systems;
and

— the cost of implementing IEC 80001-1.

It is expected that some of the above factors, for example size of IT operations and
complexity of the networks, will be proportionate to the size of the organization. It is important
that the framework itself does not create patient RISK by placing unnecessary demands on
clinical staff, yet at the same time this workload should not introduce avoidable new RISKS
when implementing a new technology.

In taking a RESPONSIBLE ORGANIZATION through the key decisions and steps required to
successfully establish a RISK MANAGEMENT framework for MEDICAL IT-NETWORKS this document
refers to small and large organizations. These are subjective terms, for which no precise
measures are given, though:

e a small organization could be a doctor's practice with:

a few clinicians, or

with many clinicians, a consolidated IT function and a highly centralised governance
structure

e a large organization could be:

a multi-hospital conglomerate, or

an organisation with distributed clinics and a mixture of in-house and outsourced
clinical and IT governance.

Small organisations may also find the guidance identified under large organisation relevant.

The RISK MANAGEMENT framework developed by a RESPONSIBLE ORGANIZATION following the
guidance in this technical report needs to fit into the formal management systems that are
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routinely used for normal business: the business as usual PROCESSES. Such business as
usual PROCESSES need to ensure RISK MANAGEMENT is part of the on-going requirement when
systems are changed or new systems are deployed by:

including the RISK MANAGEMENT PROCESSES in the existing management PROCESSES, for
example the organization's Quality Management System;

ensuring that the internal audit schedule includes the RISK MANAGEMENT PROCESSES;

making sure RISK MANAGEMENT training is included on induction of new staff and provided
to existing staff; and

ensuring RISK MANAGEMENT is undertaken for both new work and changes to existing
MEDICAL IT-NETWORKS.

Having established a RISK MANAGEMENT framework, the RESPONSIBLE ORGANIZATION will be
ready to undertake a detailed RISK ASSESSMENT (see IEC/TR 80001-2-1 [1]).

SEK Svensk Elstandard
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APPLICATION OF RISK MANAGEMENT FOR
IT-NETWORKS INCORPORATING MEDICAL DEVICES -

Part 2-4: Application guidance — General implementation guidance
for healthcare delivery organizations

1 Scope

1.1 Purpose

This technical report helps a RESPONSIBLE ORGANIZATION through the key decisions and steps
required to establish a RISK MANAGEMENT framework, before the organization embarks on a
detailed RISK ASSESSMENT of an individual instance of a MEDICAL IT-NETWORK. The steps are
supported by a series of decision points to steer the RESPONSIBLE ORGANIZATION through the
PROCESS of understanding the MEDICAL IT-NETWORK context and identifying any organizational
changes required to execute the responsibilities of TOP MANAGEMENT as defined in Figure 1 of
IEC 80001-1:2010.

1.2 HEALTHCARE DELIVERY ORGANIZATION

This technical report is addressed to all HEALTHCARE DELIVERY ORGANIZATIONS. A HEALTHCARE
DELIVERY ORGANIZATION includes hospitals, doctors’ offices, community care homes and
clinics.

In the provision of a MEDICAL IT-NETWORK containing a MEDICAL DEVICE within a HEALTHCARE
DELIVERY ORGANIZATION there can be a number of RESPONSIBLE ORGANIZATIONS. For the
purpose of this document the focus is the HEALTHCARE DELIVERY ORGANIZATION and its
obligations with respect to IEC 80001-1.

It is important for the HEALTHCARE DELIVERY ORGANIZATION to identify the RESPONSIBLE
ORGANIZATION(S) responsible for any aspect of the network which is subject to IEC 80001-1.
This allows a clear assignment of the roles and responsibilities of that standard.

1.3 Field of application

This technical report details the steps to be undertaken by the RESPONSIBLE ORGANIZATION in
implementing the requirements of 3.1 to 3.3 and 4.1 to 4.6 of IEC 80001-1:2010.

NOTE It is assumed that the RESPONSIBLE ORGANIZATION will consider IEC/TR 80001-2-1 [1] for detailed advice in
satisfying 4.4 of IEC 80001-1:2010.

1.4 Prerequisites

The International Standard IEC 80001-1:2010 is prerequisite to this technical report. The
guidance in this technical report is intended to help a RESPONSIBLE ORGANIZATION establish a
RISK MANAGEMENT framework to satisfy the underlying requirements of IEC 80001-1, ensuring:
— RISK MANAGEMENT policy and PROCESSES are in place;

— probability, severity, and RISK acceptability scales are specified; and

— MEDICAL IT-NETWORKS are well defined.
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2 Normative references

The following documents, in whole or in part, are normatively referenced in this document and
are indispensable for its application. For dated references, only the edition cited applies. For
undated references, the latest edition of the referenced document (including any
amendments) applies.

IEC 80001-1:2010, Application of risk management for IT-networks incorporating medical
devices — Part 1: Roles, responsibilities and activities.
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