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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revised, or withdrawn—and the action formally approved usually every five years but at least every 10 years.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CAUTION NOTICE: This AAMI TIR may be revised or withdrawn at any time.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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Introduction: Need for this AAMI TIR 

ISO 11135:2014, Sterilization of health-care products — Ethylene oxide — Requirements for the development, 
validation and routine control of a sterilization process for medical devices has now replaced the previous version of 
this standard, ISO 11135-1:2007, and it accompanying guidance document, ISO 11135-2:2008.  

The purpose of this document is to provide a summary of differences between the new 2014 version and the 2007 
version of this standard. The intent is to provide end users with a quick reference when evaluating and implementing 
the 2014 version of ISO 11135 in their facilities. The document has been created and reviewed by AAMI Working 
Group 1, Industrial Ethylene Oxide Sterilization. However, it should be noted that this document is a guidance or 
summary only, and should not be considered a complete and definitive record of all changes. Final assessment of 
the changes, and possible impacts of these changes, is the responsibility of the end user. 

The first column of the table references the clause in ISO 11135:2014, the second column provides a description of 
the change from the 2007 version to the 2014 version, and the 3rd column provides an opinion on the possible 
impact of the change. 
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AAMI Technical Information Report AAMI TIR74:2016/(R)2021 

Change summary for ISO 11135:2014, Sterilization of 
health care products—Ethylene oxide—Requirements 
for the development, validation and routine control of 
a sterilization process for medical devices 
Clause from 11135:2014 Description of the Change Rationale and Potential Impact 

SECTION 1 - Scope 

General Combined all requirements and 
guidance into a single document, 
guidance is found in Annexes C and 
D. 

Better clarification of guidance to 
each specific clause of the 
requirements and less conflict in 
guidance. 

General Added specific information that is 
applicable to EO sterilization in 
Health care facilities. 

For HCF that are required to follow 
ISO 11135 it provides more detail 
of how to meet the requirements or 
the intent of the requirement. 

1.1 Inclusions Specifies requirements for both 
industrial and health care facility 
settings. 

Provides more clarification for 
health care facility settings. 

1.1 Note 1 Describes similarities and major 
differences between industrial and 
health care facility settings. 

Provides more clarification for 
health care facility settings. 

1.1 Note 2 Describes primary functions of 
industrial and health care facility 
settings. 

None. 

1.1 Note 3 Sterilization of medical devices from 
virgin material. Reusable medical 
devices and new devices in health 
care settings – provides information 
on additional challenges. 

Provides more information for 
health care facility settings. 

1.1 Note 4 Benefits of EO gas and its mixtures. None. 

1.1 Note 5 Clarifies that the standard provides 
guidance and requirements that can 
be applied to health care products. 

None. 
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