American

National
Standard

ANSI/AAMI/
UL 2800-1-2:
2022

Standard for Interoperable
ltem Development Life
Cycle

Advancing Safety in Health Technology

This is a preview. Click here to purchase the full publication.



https://www.normsplash.com/AAMI/129325172/AAMI-2800-1-2?src=spdf

This is a preview. Click here to purchase the full publication.



https://www.normsplash.com/AAMI/129325172/AAMI-2800-1-2?src=spdf

American National Standard ANSI/AAMI/UL 2800-1-2:2022

Standard for Interoperable Item Development
Life Cycle

Approved 20 May 2022 by
AAMI

Approved 10 June 2022 by
American National Standards Institute, Inc.

Abstract: Specifies a baseline set of requirements for assuring safe and secure interoperability for Interoperable
Medical Systems.

Keywords: interoperability requirements, medical systems, medical devices, interoperable systems

This is a preview. Click here to purchase the full publication.



https://www.normsplash.com/AAMI/129325172/AAMI-2800-1-2?src=spdf

Commitment for Amendments
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Underwriters Laboratories Inc. (UL). Comments or proposals for revisions or any part of the standard may be submitted
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Committee representation

Association for the Advancement of Medical Instrumentation

AAMI/UL Joint Committee for Medical Device Interoperability, JC 2800

The publication of AAMI/UL 2800-1-2:2022 as a new American National Standard was initiated by the AAMI/UL Joint
Committee for Medical Device Interoperability, JC 2800.

This list represents the membership at the time the Committee balloted on the final text of this edition. Since that time,
changes in the membership may have occurred.

Cochairs:

Members:

Diana P. Jordan
Ovidiu Munteanu

Dave Arney, CIMIT (MGH Anesthesia & Biomedical Engineering)
Oliver Christ, Prosystem AG

R Cooper, Eurofins E&E North America

Holly Drake, Dexcom Inc.

Sherman Eagles, SoftwareCPR

Scott Eaton, Mindray DS USA Inc

Kenneth Fuchs, Draeger Medical Systems Inc.

Julian Goldman, Massachusetts General Hospital

Pamela K. Gwynn, UL LLC

John Hatcliff, Kansas State University

Jacob Johnson, Kaiser Permanente

Diana Pappas Jordan (JC Cochair), Underwriters Laboratories Inc.
Edmund Kienast, National E-Health Transition Authority (NEHTA)-Australia
Todd Konieczny, Intertek Testing Services

Patty Krantz, Medtronic Inc.

Insup Lee, University of Pennsylvania

Marina Lee, Staubli Electrical Connectors, Inc.

Ovidiu Munteanu JC Cochair), AAMI

Steve Nichols, GE Healthcare

Geetha Rao, Springborne Life Sciences

Tracey Rausch, DocBox Inc.

Daniel Rubery, NxStage Medical, Inc.

Patricia A. Sena (JC Project Manager), Underwriters Laboratories Inc.
Elliot Sloane, Center for Healthcare Information Research & Policy
Erin Sparnon, ECRI

Sandy Weininger, US FDA/CDRH

NOTE—Participation by federal agency representatives in the development of this technical information report does not
constitute endorsement by the federal government or any of its agencies.
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