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Abstract: Describes approaches to the selection and auditing of a sterilization dose that may reduce the
number of product items required while maintaining assurance of attaining the desired sterility
assurance level (SAL). This approach addresses sampling plans for verification dose experiments
and sterilization dose audits. In addition the approaches to adopting a product into an established
product family are defined.
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AAMI Technical Information Report

A technical information report (TIR) is a publication of the Association for the Advancement of Medical
Instrumentation (AAMI) Standards Board that addresses a particular aspect of medical technology.

Although the material presented in a TIR may need further evaluation by experts, releasing the information is
valuable because the industry and the professions have an immediate need for it.

A TIR differs markedly from a standard or recommended practice, and readers should understand the differences
between these documents.

Standards and recommended practices are subject to a formal process of committee approval, public review, and
resolution of all comments. This process of consensus is supervised by the AAMI Standards Board and, in the case
of American National Standards, by the American National Standards Institute.

A TIR is not subject to the same formal approval process as a standard. However, a TIR is approved for distribution
by a technical committee and the AAMI Standards Board.

Another difference is that, although both standards and TIRs are periodically reviewed, a standard must be acted
on—reaffirmed, revised, or withdrawn—and the action formally approved usually every five years but at least every
10 years. For a TIR, AAMI consults with a technical committee about five years after the publication date (and
periodically thereafter) for guidance on whether the document is still useful—that is, to check that the information is
relevant or of historical value. If the information is not useful, the TIR is removed from circulation.

A TIR may be developed because it is more responsive to underlying safety or performance issues than a standard
or recommended practice, or because achieving consensus is extremely difficult or unlikely. Unlike a standard, a TIR
permits the inclusion of differing viewpoints on technical issues.

CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time.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, recommended practices, technical information 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 technical information report are invited and should be sent to AAMI, Attn: Standards
Department, 901 N. Glebe Road, Suite 300, Arlington, VA 22203.
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Glossary of equivalent standards

International Standards adopted in the United States may include normative references to other International
Standards. AAMI maintains a current list of each International Standard that has been adopted by AAMI (and ANSI).
Available on the AAMI website at the address below, this list gives the corresponding U.S. designation and level of
equivalency to the International Standard.

www.aami.org/standards/glossary.pdf
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Introduction

This technical information report (TIR) is intended to be used in conjunction with the ANSI/AAMI/ISO 11137 series.
One of the activities encompassed within this series is the selection and routine auditing of the sterilization dose to be
applied to health care products, and, in relation, the number of product items to be used to assure the sterility
assurance level (SAL) is attained. A primary manufacturer might wish to reduce this number.

The guidance contained within this TIR provides strategies by which the primary manufacturer may reduce the total
number of product items to be tested for establishing and maintaining the sterilization dose with alternative sampling
plans. The approach to alternative sampling plans given in this TIR employs alternative sampling plans that are
statistically equivalent to the sample size of 100 product items as described in Methods 1 and 2 of ANSI/AAMI/ISO
11137-2, even though a different number of products is tested. However, if there is a dose audit failure when using
this approach, there is no provision for the augmentation of the sterilization dose. In this situation, the dose must be
re-established or another validation method utilized.

The TIR also provides guidance by which the primary manufacturer may adopt new products or redesigned products
into an established product family with a technical evaluation. Based upon the technical evaluation the method to be
used to adopt the product into the family can be determined.

Text of this document was adapted from ANSI/AAMI/ISO 15843:2000. This document, along with the ANSI/AAMI/ISO
11137 series, supersedes ANSI/AAMI/ISO 15843:2000.

NOTE—This technical information report is not a standard and the material contained herein is not normative in
nature. The committee has in a few places used the term "shall" based on their knowledge of requirements contained
in relevant standards and/or regulatory requirements.
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AAMI Technical Information Report AAMI TIR35:2016/(R)2021

Sterilization of health care products—Radiation
sterilization—Product adoption and alternative
sampling plans for verification dose experiments and
sterilization dose audits.

1 Scope

This TIR describes approaches to the selection and auditing of a sterilization dose that may reduce the number of
product items required while maintaining assurance of attaining the desired sterility assurance level (SAL). This
approach addresses sampling plans for verification dose experiments and sterilization dose audits. Additionally,
guidance for adopting a product into an existing product family and maintenance of product families is provided.

2 Normative references

ANSI/AAMIZISO 11137-1:2006/(R) 2010 & A1:2013 Sterilization of health care products — Radiation — Part 1:
Requirements for the development, validation and routine control of a sterilization process for medical devices

ANSI/AAMIZISO 11137-2:2013 Sterilization of health care products — Radiation — Part 2: Establishing the sterilization
dose

ANSI/AAMI/ISO 11737-1:2006/(R) 2011 Sterilization of health care product — Microbiological methods — Part 1:
Determination of the population of microorganisms on product

ANSI/AAMI/ISO 11737-2:2009/(R) 2012 Sterilization of health care product — Microbiological methods — Part 2: Tests
of sterility performed in the definition, validation and maintenance of a sterilization process

3 Terms and definitions

For the purposes of this TIR, the following terms and definitions apply:

3.1 augmentation

Action taken to increase the sterilization dose based upon the results obtained from a sterilization dose audit.
3.2 bioburden

Population of viable microorganisms on or in product and/or a sterile barrier system.

[ANSI/AAMI/ISO TIR11139:2006]

3.3 candidate product

The product being examined for adoption into an existing product family.

3.4 false positive

Test result interpreted as growth arising from the product, or portions thereof, tested when either growth resulted from
extraneous microbial contamination or turbidity occurred from interaction between the product, or portions thereof,
and the test medium.

[ANSI/AAMI/ISO 11137-2:2013]
3.5 health care product
Medical device(s), including in vitro diagnostic medical device(s), or medical product(s), including biopharmaceuticals.

[ANSI/AAMI/ISO TIR11139:2006]
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