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Abstract: The amendment included in this consolidated version of ANSI/AAMI/IEC 62366-1:2015 and 

ANSI/AAMI/IEC 62366-1:2015/A1:2020 corrects identified inaccuracies in ANSI/AAMI/IEC 62366-

1:2015 while making no fundamental changes to the usability engineering process as originally 

conceived in that document. 
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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CAUTION NOTICE: This AAMI standard may be revised or withdrawn at any time.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 5 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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Committee representation 

Association for the Advancement of Medical Instrumentation 

Human Factors Engineering 

The adoption of IEC 62366-1:2015/Amendment 1 as an amendment to an American National Standard was initiated 

by the AAMI Human Factors Engineering Committee. AAMI HE provides input to the U.S. TAG to IEC/SC 62A which 

is the responsible group for providing the U.S. input to the relevant group in IEC/SC 62A/JWG 4. U.S. representatives 

from the AAMI Human Factors Engineering Committee and the TAG played an active part in developing the IEC 

document.  

At the time this document was published, the AAMI Human Factors Engineering Committee has the following 
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