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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an
International Standard requires approval by at least 75 % of the member bodies casting a vote.

In other circumstances, particularly when there is an urgent market requirement for such documents, a
technical committee may decide to publish other types of normative document:

— an ISO Publicly Available Specification (ISO/PAS) represents an agreement between technical experts in
an ISO working group and is accepted for publication if it is approved by more than 50 % of the members
of the parent committee casting a vote;

— an ISO Technical Specification (ISO/TS) represents an agreement between the members of a technical
committee and is accepted for publication if it is approved by 2/3 of the members of the committee casting
a vote.

An ISO/PAS or ISO/TS is reviewed after three years in order to decide whether it will be confirmed for a
further three years, revised to become an International Standard, or withdrawn. If the ISO/PAS or ISO/TS is
confirmed, it is reviewed again after a further three years, at which time it must either be transformed into an
International Standard or be withdrawn.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO/TS 23810 was prepared by Technical Committee ISO/TC 150, Implants for surgery, Subcommittee SC 2,
Cardiovascular implants and extracorporeal systems.
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Introduction

This Technical Specification is proposed for provisional application so that individuals and/or professional
groups who operate extracorporeal circulation equipment (i.e., perfusionists) may gather information and
experience of its use in practice. This checklist, or a reasonable equivalent, should be used before initiating
extracorporeal circulation. This checklist is a guideline that users are encouraged to modify to accommodate
differences in circuit design or variations in institutional clinical practice. This document is intended to be used
by healthcare facilities to create a checklist appropriate to the particular needs of their institution.

The purpose of this Technical Specification is to provide a generic guideline for safe use of extracorporeal
circulation (ECC) equipment. Errors and omissions in the setup of ECC equipment have the potential to
compromise the intended functionality of ECC equipment. In some cases, compromised functionality may
result in severe injury or death of the patient supported by ECC. Completing a checklist before a patient is
placed on ECC support is an aid intended to reduce errors and ensure proper pre-use setup of ECC. Both
users and patients will be beneficiaries of ECC preoperative checklists. Manufacturers also receive assurance
that their products and/or equipment are/is being used according to the purposes for which they are designed
and in accordance with the Instructions for Use. This Technical Specification is feasible because of efforts to
develop checklists by professional groups (see Clause 2). The evolution of these checklists into a Technical
Specification by the International Organization for Standardization (ISO) provides wider dissemination and
greater recognition of these recommendations. To assure optimal execution of this Technical Specification,
input from perfusionist professional organizations play a key role. Extracorporeal circulation technology has
been used clinically in a variety of concepts in the last 50 years and the equipment, techniques, and
applications continue to evolve. While much technological advancement in devices and techniques has
occurred during this time, the fundamental purpose of ECC remains unchanged. Thus, generic checklists are
applicable to several modalities of ECC (see Clause 1) and may be customized by clinicians for specific use
depending on institutional or physician-mandated applications. The acceptance into general practice of any
recommended guideline is most reasonably assured if those who must put such guidelines into use can reach
consensus agreement on key issues to be covered in a checklist. The benefits to be gained assume a
reduction in errors when a variety of ECC equipment is used clinically. Finally, this Technical Specification fills
an important niche in improving patient safety since no regulation or standard exists in the area of
preoperative checklists for ECC equipment.
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