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UL Standard for Safety for Interoperable I tem Development Life Cycle, UL 2800-1 -2

First Edition, Dated June 1 0, 2022

Summary ofTopics

This is the First Edition ofANSI/AAMI/UL 2800-1-2, the Standard for Interoperable Item

Development Life Cycle.

The new requirements are substantial ly in accordance with Proposal(s) on this subject dated November 5,
2021 .

All rights reserved. No part of this publication may be reproduced, stored in a retrieval system, or
transmitted in any form by any means, electronic, mechanical photocopying, recording, or otherwise
without prior permission of UL.

UL provides this Standard "as is" without warranty of any kind, either expressed or implied, including but
not l imited to, the implied warranties of merchantabil ity or fitness for any purpose.

In no event wil l UL be liable for any special, incidental, consequential, indirect or similar damages,
including loss of profits, lost savings, loss of data, or any other damages arising out of the use of or the
inabil ity to use this Standard, even if UL or an authorized UL representative has been advised of the
possibil ity of such damage. In no event shall UL's l iabil ity for any damage ever exceed the price paid for
this Standard, regardless of the form of the claim.

Users of the electronic versions of UL's Standards for Safety agree to defend, indemnify, and hold UL
harmless from and against any loss, expense, l iabil ity, damage, claim, or judgment (including reasonable
attorney's fees) resulting from any error or deviation introduced while purchaser is storing an electronic
Standard on the purchaser's computer system.
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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 wil l be made only
after processing according to the Standards development procedures of AAMI and UL.

Copyright ©© 2022 by the Association for the Advancement of Medical Instrumentation (AAMI)

All Rights Reserved

This publication is subject to copyright claims of AAMI. No part of this publication may be reproduced or
distributed in any form, including an electronic retrieval system, without the prior written permission of
AAMI . All requests pertaining to this document should be submitted to AAMI. I t is i l legal under federal
law (1 7 U.S.C. § 1 01 , et seq.) to make copies of all or any part of this document (whether internally or
externally) without the prior written permission of the Association for the Advancement of Medical
Instrumentation. Violators risk legal action, including civi l and criminal penalties, and damages of
$1 00,000 per offense. For permission regarding the use of all or any part of this document, complete
the reprint request form at www.aami.org or contact AAMI, 4301 N. Fairfax Drive, Suite 301 , Arl ington,
VA 22203-1 633. Phone: +1 -703-525-4890; Fax: +1 -703-276-0793.

Copyright ©© 2022 Underwriters Laboratories Inc.

UL's Standards for Safety are copyrighted by UL. Neither a printed nor electronic copy of a Standard
should be altered in any way. All of UL's Standards and all copyrights, ownerships, and rights regarding
those Standards shall remain the sole and exclusive property of UL.

This ANSI/UL Standard for Safety consists of the First Edition. The most recent designation of
ANSI/AAMI/UL 2800-1 -2 as an American National Standard (ANSI) occurred on June 1 0, 2022. ANSI
approval for a standard does not include the Cover Page, Transmittal Pages, Title Page (front and
back), or the Preface.

Comments or proposals for revisions on any part of the Standard may be submitted to UL at any time.
Proposals should be submitted via a Proposal Request in UL's On-Line Collaborative Standards
Development System (CSDS) at https://csds.ul.com.

To purchase UL Standards, visit UL's Standards Sales Site at
http://www.shopulstandards.com/HowToOrder.aspx or call tol l-free 1 -888-853-3503.
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Preface

This is the joint AAMI/UL Standard for Interoperable I tem Integration Life Cycle, AAMI/UL 2800-1 -2. I t is
the first edition of AAMI 2800-1 -2 and the first edition of UL 2800-1 -2.

This Joint Standard was prepared by the Joint Committee for Medical Device Interoperabil ity, JC 2800.
The standard was formally approved by the Joint Committee and the efforts and support of the Joint
Committee are grateful ly acknowledged.

This standard has been approved by the American National Standards Institute as an American National
Standard.

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

Name Representing

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.

Jul ian Goldman Massachusetts General Hospital

Pamela K. Gwynn UL LLC

John Hatcliff Kansas State University

Jacob Johnson Kaiser Permanente

Diana Pappas Jordan 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 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.

Ell iot Sloane Center For Healthcare Information Research & Policy

Erin Sparnon ECRI

Sandy Weininger US FDA/CDRH

This l ist 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.
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