
ANSI/AAMI 
ST24:2024
General-purpose ethylene oxide sterilizers 
with automated process control and ethylene 
oxide sterilant sources intended for use in 
health care facilities

American 
National 
Standard

Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/aami-st242024-pdf/


Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/aami-st242024-pdf/


American National Standard ANSI/AAMI ST24:2024 
(Revision of AAMI ST24:1999/(R)2018) 

General-purpose ethylene oxide sterilizers with 
automated process control and ethylene oxide sterilant 
sources intended for use in health care facilities 

Approved 30 April 2024 by 
AAMI 

Approved 8 May 2024 by  
American National Standards Institute, Inc. 

Abstract: This standard covers minimum labeling, safety, performance, and testing requirements for ethylene
oxide sterilizers that are intended for general-purpose use in health care facilities and that have 
automatic controls. It also covers labeling, product composition, and container requirements for 
ethylene oxide sterilant sources, as well as labeling, performance, safety, and installation 
requirements for ethylene oxide emission control systems. 
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AAMI Standard  

This Association for the Advancement of Medical Instrumentation (AAMI) standard implies a consensus of those 
substantially concerned with its scope and provisions. The existence of an AAMI standard does not in any respect 
preclude anyone, whether they have approved the standard or not, from manufacturing, marketing, purchasing, or using 
products, processes, or procedures not conforming to the standard. AAMI standards are subject to periodic review, and 
users are cautioned to obtain the latest editions. 

CAUTION NOTICE: This AAMI standard may be revised or withdrawn at any time. AAMI procedures require that action 
be taken to reaffirm, revise, or withdraw this standard no later than five years from the date of publication. Interested 
parties may obtain current information on all AAMI standards by calling or writing AAMI. 

All AAMI 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. 
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Foreword 

The following verbal forms are used within AAMI documents to distinguish requirements from other types of provisions 
in the document:  

 “shall” and “shall not” are used to express requirements;  

 “should” and “should not” are used to express recommendations; 

 “may” and “may not” are used to express permission; 

 “can” and “cannot” are used as statements of possibility or capability; 

 “might” and “might not” are used to express possibility; 

 “must” is used for external constraints or obligations defined outside the document; “must” is not an alternative 
for “shall”. 

Suggestions for improving this document are invited. Comments and suggested revisions should be sent to Standards, 
AAMI, 901 N. Glebe Road, Suite 300, Arlington, VA 22203 or standards@aami.org. 
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Introduction 

This standard was developed by the AAMI Hospital EO Sterilizer Working Group under the auspices of the AAMI 
Sterilization Standards Committee. The objective of this standard is to provide minimum labeling, safety, performance, 
and testing requirements to help ensure a reasonable level of safety and efficacy of general-purpose EO sterilizers with 
automated process control, and EO sterilant sources intended for use in health care facilities. 

This standard is the fourth edition of General-purpose ethylene oxide sterilizers with automated process control and 
ethylene oxide sterilant sources Intended for use in health care facilities, which was first approved as an American 
National Standard in 1987. The provisions of the second edition of the standard were substantially the same as the 
original standard, but the document was reorganized for clarity. The third edition of the standard was revised for 
consistency with the International Electrotechnical Commission (IEC) standard, Safety requirements for electrical 
equipment for measurement, control, and laboratory use - Part 2-042: Particular requirements for autoclaves and 
sterilizers using toxic gas for the treatment of medical materials, and for laboratory processes (since withdrawn; content 
covered by IEC 61010-2-40, Safety requirements for electrical equipment for measurement, control, and laboratory use 
- Part 2-040: Particular requirements for sterilizers and washer-disinfectors used to treat medical materials) and to 
address EO emission control systems. It has been over twenty years since the third edition of ANSI/AAMI ST24 was 
published. During this period, the use of ethylene oxide in health care facilities has changed significantly. This fourth 
edition of ANSI/AAMI ST24 has been revised to include EO sterilization systems that have been cleared by the FDA 
since the last edition was published and were not adequately described in the previous edition of the standard. This 
edition also deemphasizes the large EO tank and mixture-based systems, which were the standard for healthcare EO 
sterilization in 1999 but are no longer in use. This fourth edition better reflects current practice of EO healthcare 
sterilization. 

Conformance with this standard does not guarantee that sterilization will be achieved, but it will provide assurance that 
the EO sterilizer and sterilant source will be capable of providing the conditions necessary to achieve product sterility 
when they are used according to appropriate procedures. 

This standard is intended primarily for use in the performance qualification of general-purpose EO sterilizers with 
automated process control and sterilant sources by manufacturers. Although the criteria defined in the standard may 
be useful to health care personnel in the selection and evaluation of sterilizers and sterilant sources for purchase, the 
standard is not intended to provide guidelines for acceptance testing or for EO sterilization procedures used in health 
care facilities. 
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American National Standard ANSI/AAMI ST24:2024 

General-purpose ethylene oxide sterilizers with 
automated process control and ethylene oxide 
sterilant sources intended for use in health care 
facilities 
1 Scope 

1.1 General 

This standard applies to general-purpose ethylene oxide (EO) sterilizers with automated process control, and 
EO sterilant sources that are intended for use in health care facilities. 

NOTE  For purposes of this standard, “health care facilities” means hospitals, nursing homes, extended-care 
facilities, freestanding surgical centers, clinics, and medical and dental offices.  

1.2 Inclusions 

This standard covers minimum labeling, safety, performance, and testing requirements for EO sterilizers that 
are intended for general-purpose use in health care facilities. For purposes of this standard, a “general-
purpose” EO sterilizer is intended to sterilize a wide range of medical items. This standard also covers labeling, 
product composition, and container requirements for EO sterilant sources. Reference test methods and definitions of 
terms are also included, as well as an annex explaining the rationale for the provisions of the standard, annexes 
containing supplemental technical information, and a bibliography. 

1.3 Exclusions 

Excluded from the scope of this standard are the performance and use of industrial EO sterilizers, the performance 
and use of ventilation systems, and health care facility sterilization procedures and routine sterility 
assurance. The provisions of this standard do not obviate the need for careful attention in the health care facility 
environment to the control of occupational exposure to EO, including area and environmental monitoring. 

NOTE   For detailed recommendations concerning safe and effective EO sterilization in health care facilities, 
see ANSI/AAMI ST58. Recommendations concerning industrial EO sterilization are provided in ANSI/AAMI/ISO 
11135. 

2 Normative references 

The following documents are referred to in the text in such a way that some or all of their content 
constitutes requirements of this document. For dated references, only the edition cited applies. For undated 
references, the latest edition of the referenced document (including any amendments) applies. 

ASME Boiler and pressure vessel code 

ANSI/AAMI/ISO 11138-2, Sterilization of health care products—Biological indicators—Part 2: Biological indicators 
for ethylene oxide 

IEC 61010-1, Safety requirements for electrical equipment for measurement, control, and laboratory use 

IEC 61010-2-40, Safety requirements for electrical equipment for measurement, control, and laboratory use - Part 
2-040: Particular requirements for sterilizers and washer-disinfectors used to treat medical materials

NFPA 70, National electrical code 




