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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards 
bodies (ISO member bodies). The work of preparing International Standards is normally carried out through 
ISO technical committees. Each member body interested in a subject for which a technical committee 
has been established has the right to be represented on that committee. International organizations, 
governmental and non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely 
with the International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are described 
in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the different types 
of ISO document should be noted. This document was drafted in accordance with the editorial rules of the 
ISO/IEC Directives, Part 2 (see www.iso.org/directives).

ISO draws attention to the possibility that the implementation of this document may involve the use of (a) 
patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed patent 
rights in respect thereof. As of the date of publication of this document, ISO had not received notice of (a) 
patent(s) which may be required to implement this document. However, implementers are cautioned that 
this may not represent the latest information, which may be obtained from the patent database available at 
www.iso.org/patents. ISO shall not be held responsible for identifying any or all such patent rights.

Any trade name used in this document is information given for the convenience of users and does not 
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and expressions 
related to conformity assessment, as well as information about ISO's adherence to the World Trade 
Organization (WTO) principles in the Technical Barriers to Trade (TBT), see www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee TC 43, Acoustics, in collaboration with the European 
Committee for Standardization (CEN) Technical Committee CEN/TC 211, Acoustics, in accordance with the 
Agreement on technical cooperation between ISO and CEN (Vienna Agreement).

This first edition of ISO 21388-1 cancels and replaces the first edition (ISO 21388:2020), which has been 
technically revised.

The main changes are as follows:

—	 addition of a part number so that it matches ISO 21388-2;

—	 addition of title of part “Part 1: General process".

A list of all parts in the ISO 21388 series can be found on the ISO website.

Any feedback or questions on this document should be directed to the user’s national standards body. A 
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

The World Health Organisation (WHO) estimates that there are 360 million people with hearing 
impairment, approximately 5,3 % of the world population[22]. Hearing aids (HAs) are one of the most widely-
used treatment options for people with a hearing loss[39][40]. For the proper use of HAs, hearing aid fitting 
management (HAFM) is a crucial issue for manufacturers, practitioners, hearing aid professionals and 
especially for HA users[39][42][43]. Individually optimized outcome of HA use is supported by comprehensive 
HA fitting protocols[42] and the impact of “poor fit and comfort” can lead to non-compliance, HA return[43] 
and additional hearing loss caused by over-amplification. Accordingly, the whole process of HA fitting should 
be optimized to achieve functional benefits, user satisfaction and cost-effectiveness.

Two observations are important to take into account when developing an HAFM standard. Firstly, the term 
"hearing aid fitting" is widely used[16][44][45][46] among service providers and industry sectors. Secondly, it 
has potentially conflicting interpretations: while guidelines for HA fitting have been written to tackle these 
issues by various national and professional bodies[17][18][23]to[32][34]to[37][47][48], many jurisdictions are still 
not covered worldwide and there is a need to promote a more common understanding of the HA fitting 
process. It is likely that different understanding of fitting has led to non-uniform care, outcome variability 
and, in many cases, dissatisfaction with the use of HAs.

The main purpose of this document is thus to provide a general framework for HAFM including the pre- and 
post-fitting stages to make it more explicit and transparent so that all related tasks, including professional 
services, administration and financial aspects can be systematized. The overall objective is to achieve 
the best possible hearing rehabilitation, which can only be accomplished through adequate knowledge, 
training and skills of the professional and a systematic approach to HA fitting in close collaboration with the 
client. The general framework of HAFM in this document is divided into six stages including client profile, 
counselling, hearing aid fitting, verification and validation, post-fitting counseling, and follow-up, based on 
the common practices of hearing aid professionals, and as recommended by various pre-existing guidelines.

By dividing the hearing aid fitting process into stages, HAFM service providers can systematically identify 
and administer the service components needed for high service quality, user satisfaction, client-centered 
services, client self-efficacy and compliance rates with HAs (e.g. consistently using HAs and attending follow-
up appointments). The stages focus on the components of the framework to achieve high rehabilitation 
outcomes such as communication skills, speech intelligibility, perception of the acoustic environment, 
comfort for the HA users and sound quality. In addition, this document can be a basis for making cost 
assessments for each stage or component, which can help improve public health funding systems. Another 
possible application is to use this document as a minimum basis for the development of professional training 
programs in HAFM.
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