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Abstract: Aframework for a connected electronic product security evaluation program, with specific
requirements and guidance relating to digital diabetes devices and solutions, such as insulin pumps
is defined in this standard.

Keywords: assurance, devices, diabetes, evaluator, firmware, IEEE 2621.3™, protection profile,
security, security target

The Institutg of Electrical and-Electronics Engineers, Inc.
3 Park Averpue, New York,/NY '10016-5997, USA

ULSE Inc.
333 Pfingsten Read
Northbrook| Ik, 60062

Copyright © 2022 by The Institute of Electrical and Electronics Engineers, Inc. and ULSE Inc.

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

All rights reserved. Published 13 May 2022. Printed in the United States of America.

IEEE is a registered trademark in the U.S. Patent & Trademark Office, owned by The Institute of Electrical and Electronics Engineers,
Incorporated.

PDF:  ISBN 978-1-5044-8584-5 STD25340
Print:  ISBN 978-1-5044-8585-2 STDPD25340

IEEE prohibits discrimination, harassment, and bullying.

For more information, visit https://www.ieee.org/about/corporate/governance/p9-26.html.

No part of this publication may be reproduced in any form, in an electronic retrieval system or otherwise, without the prior written permission
of the publisher.


https://www.ieee.org/web/aboutus/whatis/policies/p9-26.html
https://ulnorm.com/api/?name=UL 2621-3 2022.pdf

Commitments for amendments

This Standard is issued jointly by the Institute of Electrical and Electronics Engineers, Inc. (IEEE) and ULSE
Inc. (ULSE) Comments or proposals for revisions or any part of the standard may be submitted to IEEE and/
or ULSE at any time. Revisions to this Standard will be made only after processing according to the Standards
development procedures of IEEE and ULSE.

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

Any person who would like to participate in evaluating comments or in revisions to an IEEE standard is
welcomd to join the relevant IEEE working group. You can indicate interest in a working group pising the
Interests [tab in the Manage Profile & Interests area of the IEEE SA myProject system.' An IEEE Alccount is
needed t¢ access the application.

Commerts on IEEE standards should be submitted using the Contact Us form.>
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Documents
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through an accredited consensus development process, which brings together volunteers representing varied
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