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Commitment for Amendments

This Standard is issued jointly by the Association for the Advancement of Medical Instrumentation
(AAMI) and Underwriters Laboratories Inc. (UL). Comments or proposals for revisions or any part of the
standard may be submitted to AAMI and/or UL at any time. Revisions to this Standard will be made only
after processing according to the Standards development procedures of AAMI and UL.
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Preface

This is the joint AAMI/UL Standard for Risk Concerns for Interoperable Medical Products, AAMI/UL 2800-

1-1. Itis the first edition of AAMI 2800-1-1 and the first edition of UL 2800-1-1.

This Joint Standard was prepared by the Joint Committee for Medical Device Interoperability, JC 2800.
The standard was formally approved by the Joint Committee and the efforts and support of the Joint

Committee are gratefully acknowledged.

This standard has been approved by the American National Standards Institute as an American National
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1 Introduction

1.1 The AAMI/UL 2800 series of standards covers the interoperability of medical products. AAMI/UL
2800-1 is the general standard that specifies a baseline set of requirements for assuring safe and secure
interoperability for interoperable medical systems. The requirements in the AAMI/UL 2800-1 standard are
supplemented by the requirements in additional AAMI/UL 2800 standards. These additional standards are
intended to be used in conjunction with the general standard and applied as needed. While this
introduction applies to all of the AAMI/UL 2800 series of standards, the scope section of each additional
standard describes what is covered by that standard.
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ied and assured for its interoperable medical products. However, a specific sy,

develo
stakeh
collecti

bed, assembled, deployed, and operated through a range.of ‘processes undertak
blders. Specific activities in these processes assure interoperability. In order for s
vely accomplish this, the processes need to be linked effectively.

1.4 Effective linkage of processes across multiple stakeholders is a core focus of the AAMI/UL 2800
series pf standards. This first requires that each stakeholder adequately assesses and mgnages safety

and segcurity vulnerabilities of its interoperable gmedical products. Secondly, it requifes that each

stakehoplder understands and conforms with interoperability aspects of disclosed specif
interopgerable medical product which it acquires or with which it interoperates, including th
safety pnd security characteristics. Finally,nit-requires that each stakeholder clearly commt
other sfakeholders the information required to assure interoperability.
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1.5 The requirements in the AAMI/UL 2800 series of standards are intended to apply to medical devices,

as well as other connected infrastructure elements, and interoperable medical systems co
these. The AAMI/UL 2800 series of standards is intended to be used by individual stakehold

1.6 The AAMI/UL 2800 series of standards employ a lifecycle process approach

hstructed from
Brs.

14

to organizing

ide for a set of
hctivities also
cognize that a
quired for an
products may
provide only a specific or fimite for flexibility in
the scope, sequence, and interaction of these activities. Finally, the standards provide requirements and
supplementary guidance on key clinical and engineering properties of an interoperable medical system
that are essential to assuring safe and secure interoperability and provide guidance on lifecycle activities.

1.7 The requirements provide a baseline for assuring safe and secure interoperability throughout the
lifecycle of the interoperable medical system. In order to meet these requirements, a set of lifecycle
processes needs to be established. It is anticipated that many organizations in the interoperability
ecosystem will also have requirements for formal quality and risk management processes, as well as
those related to specific aspects of product development, such as usability, software development,
electrical and biological safety. The lifecycle processes in the AAMI/UL 2800 series of standards may be
integrated into the organization’s processes previously established for meeting quality and risk
management and product-specific requirements.
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