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Abstract: This consensus report provides guidance on simplified approaches for validation and routine
control of single-use systems used for pharmaceutical and biopharmaceutical manufacturing
sterilized by radiation.
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AAMI Consensus Report

A Consensus Report (CR) is a publication of the Association for the Advancement of Medical Instrumentation (AAMI)
developed to provide concise, prompt and practical guidance on narrowly focused topics of high importance to the
health technology community. A Consensus Report is intended to provide initial consensus guidance in response to an
urgent/immediate need for guidance in the following instances:

— While more robust data/information develops on emergent areas;
— When variation in the development, implementation or use of a product or process exists;
— When existing standards or other documents require additional context/clarification.

A Consensus Report is not subject to the same formal process as a standard and while similar in nature to a technical
information report (TIR), a CR is based on the collective knowledge and experience of a selected group of stakeholders
and has not undergone the wider reviews of a TIR or standard and offers an even greater response time.

CAUTION NOTICE: This AAMI CR may be revised or withdrawn at any time. Because it addresses a rapidly evolving
field or technology, readers are cautioned to ensure that they have also considered information that may be more recent
than this document.

All standards, technical information reports, consensus reports and other types of technical documents developed by
AAMI are voluntary, and their application is solely within the discretion and professional judgment of the user of the
document. Occasionally, voluntary technical documents are adopted by government regulatory agencies or
procurement authorities, in which case the adopting agency is responsible for enforcement of its rules and regulations.

Comments on this document are invited and should be sent to AAMI, Attn: Standards Department, 901 N. Glebe Rd,
Suite 300, Arlington, VA 22203.

Published by

AAMI
901 N. Glebe Rd., Suite 300
Arlington, VA 22203

www.aami.org
© 2024 by the Association for the Advancement of Medical Instrumentation
All Rights Reserved

Publication, reproduction, photocopying, storage, or transmission, electronically or otherwise, of all or any part of this
document without the prior written permission of the Association for the Advancement of Medical Instrumentation is
strictly prohibited by law. It is illegal under federal law (17 U.S.C. § 101, 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 civil and criminal penalties, and damages of $100,000
per offense. For permission regarding the use of all or any part of this document, visit the Copyright Clearance Center.

Printed in the United States of America

ISBN 978-1-57020-897-3

Documents

Document Sharing Hub

Full document details: AAMI CR513-2024


http://www.avadocuments.com/doc/aami-cr513-2024
http://www.avadocuments.com/doc/aami-cr513-2024

Contents Page

TaSK GroUP rEPIrESENTALION ......ciiiiiiiiiiie e ettt et e e e e e ettt e e e e e e e s s ata e et eeeeesaatbaaeeeeeessanssssseeaeeeaaasssbnneaaeeeassnsrenes iv
1 0 oTo 1T P PPTP RSP 1
2 REFErENCES @NA FESOUICES ...ttt ettt ettt e e bt e e b e et e s b e et e nanee s 1
3 Terms and defiNtiONS...........oiiii ettt r e 2
4 Definition and maintenance of product families for dose establishment and dose auditing............c...ccccvvneeee... 2
5 Selection and testing of product for establishing the sterilization dOSe ............ccccveviiiiiiiii e 3
6 STENIIE ClAIM ...ttt ettt ettt et b e e b et e bt e bt e e eb e e e ne e et e e e enee e nteeenee e 4
7 Transfer of dose between radiation tYPES ........coiiiiiiiiiii e e e e e e e et e e e e e s eeannnes 4
8 PN o) o] [Ter=YioTa o] e [o 1= T PRSP PPPPPN 4
9 RISK @SSESSIMENT ...ttt ettt e et b e et e et e e e bt et e e ean et et e san e e et e e n et e nare s 5
10 Guidance on release and independent verification for the USer...........ccccoovviiiiiie i 5
11 Yo U1 E=) (o] VA= ] o =T o1 T PSS PUUR SRR 6
Documents

Document Sharing Hub

Full document details: AAMI CR513-2024


http://www.avadocuments.com/doc/aami-cr513-2024
http://www.avadocuments.com/doc/aami-cr513-2024

