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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
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Committee representation

Association for the Advancement of Medical Instrumentation

Symbols and Nomenclature for Medical Devices Working Group

The adoption of ISO 15223-1 as an American National Standard was initiated by the AAMI Symbols and Nomenclature
for Medical Devices Working Group (AAMI QM-WG03). AAMI QM-WGO03 provides input to the AAMI Quality
Management and Corresponding General Aspects for Medical Devices Committee (AAMI QM), which is the responsible
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the Technical Advisory Group (TAG) played an active part in developing the ISO document.
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NOTE Participation by federal agency representatives in the development of this standard does not constitute
endorsement by the federal government or any of its agencies.
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Background of ANSI/AAMI adoption of ISO 15223-1:2021

As indicated in the foreword to the main body of this document (page vi), the International Organization for
Standardization (ISO) is a worldwide federation of national standards bodies. The United States is one of the ISO
members that took an active role in the development of this standard, which was developed by ISO/TC 210 to specify
general requirements for symbols to be used with information to be supplied by medical device manufacturers

U.S. participation in ISO/TC 210 is organized through the U.S. Technical Advisory Group, AAMI QM, administered by
the Association for the Advancement of Medical Instrumentation. Experts from the United States made a considerable
contribution to this standard.

AAMI encourages its committees to harmonize their work with International Standards in the area of symbols to be
used with information to be supplied by medical device manufacturers. Upon review of ISO 15223-1:2021, the U.S.
TAG to ISO/TC 210 and the AAMI Symbols and Nomenclature for Medical Devices Working Group decided to adopt it
verbatim, as a revision of ANSI/AAMI/ISO 15223-1:2016.

AAMI and ANSI procedures require that standards be reviewed and, if necessary, revised every five years to reflect
technological advances that may have occurred since publication.

As used within the context of this document, “shall” indicates requirements strictly to be followed to conform to the
recommended practice. “Should” indicates that among several possibilities, one is recommended as particularly
suitable, without mentioning or excluding others, or that a certain course of action is preferred but not necessarily
required, or that (in the negative form) a certain possibility or course of action should be avoided but is not prohibited.

“May” is used to indicate that a course of action is permissible within the limits of the standard. “Can” is used as a
statement of possibility and capability. Finally, “must” is used only to describe “unavoidable” situations, including those
mandated by government regulation.

NOTE Users of this standard are advised that this document is an AAMI identical adoption of an ISO document and
that the following international conventions have been carried over to the AAMI publication:

— British English spelling (e.g. colour instead of color)
— Use of Sl units (e.g. metres instead of feet, Celsius instead of Fahrenheit, etc.)
— Decimal comma instead of a decimal point (e.g. 1 000,15 instead of 1,000.15)

The concepts incorporated in this standard should not be considered inflexible or static. This standard, like any other,
must be reviewed and updated periodically to assimilate progressive technological developments. To remain relevant,
it must be modified as technological advances are made and as new data comes to light.

Suggestions for improving this standard are invited. Comments and suggested revisions should be sent to Standards
Department, AAMI, 901 N. Glebe Road, Suite 300, Arlington, VA 22203.

NOTE Beginning with the ISO foreword on page vi, this American National Standard is identical to ISO 15223-1:2021.
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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 documents
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).

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent rights. ISO
shall not be held responsible for identifying any or all such patent rights. Details of any patent rights identified during
the development of the document will be in the Introduction and/or on the I1SO list of patent declarations received (see
Www.iso.org/patents).

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 ISO/TC 210, Quality management and corresponding general
aspects for medical devices, in collaboration with the European Committee for Standardization (CEN) Technical
Committee CEN/CLC/JTC 3, Quality management and corresponding general aspects for medical devices, in
accordance with the Agreement on technical cooperation between ISO and CEN (Vienna Agreement).

This fourth edition cancels and replaces the third edition (ISO 15223-1:2016), which has been technically revised.

The main changes compared to the previous edition are as follows:

— addition of 20 symbols that were validated as per ISO 15223-2;

— addition of 5 symbols previously published in ISO 7000, ISO 7001 and IEC 6041718,

— deletion of the defined term “labelling”;

— inclusion of defined terms from ISO 20417, ISO 13485 and ISO 14971;

— expansion of the examples given in Annex A;

— information about European regulations has been moved to informative notes throughout.

A list of all parts in the ISO 15223 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

Medical device manufacturers and others in the supply chain must provide specific information on the medical device
itself, as part of the packaging, or in the accompanying information. For simplicity and to avoid translation of text, this
information can be provided as symbols that have a specific meaning. This document does not specify the information
that needs to be provided, but does specify internationally recognized symbols for the provision of this specific
information.

The symbols included in this document have been published in ISO 7000, ISO 7001, IEC 6041718 or have been
subjected to a formal symbol validation process.

This document is intended to be used by manufacturers of medical devices who market products in countries where
there are specific language requirements. These symbols allow for a consistent portrayal of information. It can also be
used by consumers or end users of medical devices who draw their supplies from a number of sources and can have
varied language capabilities.

In this document, the conjunctive “or” is used as an “inclusive or”; so a statement is true if any combination of the
conditions is true.

Terms defined in Clause 3 are shown in italic type throughout the document.

In this document, the following verbal forms are used:

— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

— “can” indicates a possibility or a capability;

— “must” indicates an external constraint that is not a requirement of the document.

Information marked as “NOTE” is intended to assist the understanding or use of the document. “Notes to entry” used
in Clause 3 provide additional information that supplements the terminological data and can contain provisions relating
to the use of a term.

Symbols added during the revision of this document were placed at the end of the pertinent section of Table 1 to
preserve the numbering of existing symbols and facilitate easy referencing of existing symbols in other documents.

NOTE  Numbers given in square brackets throughout the document refer to the Bibliography.
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American National Standard ANSI/AAMI/ISO 15223-1:2022

Medical devices—Symbols to be used with
information to be supplied by the manufacturer—
Part 1: General requirements

1 Scope
This document specifies symbols used to express information supplied for a medical device. This document is
applicable to symbols used in a broad spectrum of medical devices, that are available globally and need to meet

different regulatory requirements.

These symbols can be used on the medical device itself, on its packaging or in the accompanying information. The
requirements of this document are not intended to apply to symbols specified in other standards.

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.

ISO 3166-1, Codes for the representation of names of countries and their subdivisions — Part 1: Country code
ISO 8601-1, Date and time — Representations for information interchange — Part 1: Basic rules
ISO 8601-2, Date and time — Representations for information interchange — Part 2: Extensions

ISO 15223-2, Medical devices — Symbols to be used with medical device labels, labelling, and information to be
supplied — Part 2: Symbol development, selection and validation

3  Terms and definitions
For the purposes of this document, the following terms and definitions apply.
ISO and IEC maintain terminological databases for use in standardization at the following addresses:

— ISO Online browsing platform: available at https://www.iso.org/obp.
— |IEC Electropedia: available at http://www.electropedia.org/.

31

accompanying information

information accompanying or marked on a medical device or accessory for the user or those accountable for the
installation, use, processing, maintenance, decommissioning and disposal of the medical device or accessory,
particularly regarding safe use

Note 1 to entry: The accompanying information shall be regarded as part of the medical device or accessory.

Note 2 to entry: The accompanying information can consist of the label, marking, instructions for use, technical description, installation
manual, quick reference guide, etc.

© ISO 2021 — All rights reserved 1
© AAMI 2023 m ANSI/AAMI/ISO 15223-1:2022 Documents

Document Sharing Hub

Full document details: ANSI AAMI ISO 15223-1-2022


http://www.avadocuments.com/doc/ansi-aami-iso-15223-1-2022
http://www.avadocuments.com/doc/ansi-aami-iso-15223-1-2022

Note 3 to entry: Accompanying information is not necessarily a written or printed document but could involve auditory, visual, or tactile
materials and multiple media types (e.g., CD/DVD-ROM, USB stick, website).

Note 4 to entry: See Figure 1.

Note 5 to entry: The /abel can include the information on the packaging of the medical device.

Note 6 to entry: e-documentation can include any or all types of information supplied by the manufacturer partially or entirely.
Note 7 to entry: Marketing information is also known as promotional material.

Note 8 to entry: There is guidance or rationale related to accompanying information in ISO 20417:2021,15 Annex A.

Information supplied by the manufocturer

Figure 1—Relationship of terms used to describe information supplied by the manufacturer

[SOURCE: ISO 20417:2021,% 3.2, modified — The following text has been removed from the graphic: “Scope of ISO 20417, defined
term reference numbers and a side box containing information outside the scope of ISO 20417. Note 8 to entry has been added.]

3.2

catalogue number

commercial product name

commercial product code

value given by the manufacturer to identify a specific medical device or accessory as it relates to its form/fit, function
and process (i.e., manufacturing processes requiring differentiation for the end user)

Note 1 to entry: A catalogue number shall consist of letters or numbers or a combination of these.

Note 2 to entry: For the purposes of this document, commercial product code should not be confused with the US FDA, “product code”
or procode classification.

Note 3 to entry: Synonyms for catalogue number are “reference number” or “reorder number”.
Note 4 to entry: See ISO 20417:2021, Figure 2.

[SOURCE: ISO 20417:2021,1% 3.3, modified — The cross-reference in Note 4 to entry has been revised to be external to this
document.]
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33
description
normative text which defines the purpose, the application and the use of the symbol (3.19)

[SOURCE: IEC 80416-1:2008,19 3.2, modified — “and optional product area” has been removed.]

3.4

distributor

natural or legal person, different from the manufacturer or importer, in the supply chain who, on their own behalf, furthers
the availability of a medical device or accessory to the user

Note 1 to entry: More than one distributor may be involved in the supply chain.

Note 2 to entry: For the purposes of this document, persons in the supply chain involved in activities such as storage and transport on
behalf of the manufacturer, importer or distributor, are not distributors.

Note 3 to entry: Distribution activities alone do not include repackaging or otherwise changing the container, wrapper, or
accompanying information of the medical device or medical device package other than providing the identification of the distributor.

[SOURCE: ISO 20417:2021,15 3 5]

3.5

importer

natural or legal person who imports a medical device or accessory into a locale that was manufactured in another locale
for the purposes of marketing

[SOURCE: ISO 20417:2021,19 3.8]

3.6

information supplied by the manufacturer

information related to the identification and use of a medical device or accessory, in whatever form provided, intended
to ensure the safe and effective use of the medical device or accessory

Note 1 to entry: For the purposes of this document, e-documentation is included in information supplied by the manufacturer.

Note 2 to entry: For the purposes of this document, shipping documents and promotional material are excluded from information
supplied by the manufacturer. However, some authorities having jurisdiction (defined in 1ISO 16142-1:2016,% 3.1) can consider such
supplemental information as information supplied by the manufacturer.

Note 3 to entry: The primary purpose of information supplied by the manufacturer is to identify the medical device and its manufacturer,
and provide essential information about its safety, performance, and appropriate use to the user or other relevant persons.

Note 4 to entry: See Figure 1.
Note 5 to entry: There is guidance or rationale related to information supplied by the manufacturer in Annex A.

[SOURCE: I1SO 20417:2021,15 3.10, modified — The cross-reference in Note 2 to entry has been added. Note 5 to entry has been
added.]

3.7
instructions for use
IFU

package insert
portion of the accompanying information that is essential for the safe and effective use of a medical device or accessory
directed to the user of the medical device

Note 1 to entry: For the purposes of this document, a user can be either a lay user or professional user with relevant specialized
training.
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Note 2 to entry: For the purposes of this document, instructions for the professional processing between uses of a medical device or
accessory can be included in the instructions for use.

Note 3 to entry: The instructions for use, or portions thereof, can be located on the display of a medical device or accessory.

Note 4 to entry: Medical devices or accessories that can be used safely and effectively without instructions for use are exempted from
having instructions for use by some authorities with jurisdiction.

Note 5 to entry: See Figure 1.
[SOURCE: ISO 20417:2021,18 3.11]

3.8

label

<medical device, accessory> written, printed or graphic information appearing on the item itself, on the packaging of
each item, or on the packaging of multiple items

Note 1 to entry: For the purposes of this document, the term /abelled is used to designate the corresponding act.
Note 2 to entry: Label includes the marking on the medical device or accessory.

Note 3 to entry: For the purposes of this document, information indicated on a graphical user interface (GUI) is considered as
appearing on the item.

Note 4 to entry: See Figure 1.
[SOURCE: ISO 20417:2021,05 3.12]

3.9

lot number

batch code

batch number

lot code

production control containing a combination of letters or numbers associated with a single lot or batch

Note 1 to entry: The title of symbol 5.1.5 uses the synonym batch code.
[SOURCE: ISO 20417:2021,149 3.15, modified — Note 1 to entry has been added.]

3.10

manufacturer

natural or legal person with responsibility for the design or manufacture, or both, of a medical device with the intention
of making the medical device available for use, under his or her name; whether or not such a medical device is designed
or manufactured, or both, by that person themselves or on their behalf by another person(s)

Note 1 to entry: The natural or legal person has ultimate legal responsibility for ensuring compliance with all applicable regulatory
requirements for the medical devices in the countries or jurisdictions where it is intended to be made available or sold, unless this
responsibility is specifically imposed on another person by the Regulatory Authority (RA) within that jurisdiction.

Note 2 to entry: The manufacturer’s responsibilities are described in other GHTF guidance documents. These responsibilities include
meeting both pre-market requirements and post-market requirements, such as adverse event reporting and notification of corrective
actions.

Note 3 to entry: “Design or manufacture, or both”, may include specification development, production, fabrication, assembly,
processing, packaging, repackaging, labelling, relabelling, sterilization, installation, or remanufacturing of a medical device; or putting
a collection of devices, and possibly other products, together for a medical purpose.

Note 4 to entry: Any person who assembles or adapts a medical device that has already been supplied by another person for an
individual patient, in accordance with the instructions for use, is not the manufacturer, provided the assembly or adaptation does not
change the intended use of the medical device.
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Note 5 to entry: Any person who changes the intended use of, or modifies, a medical device without acting on behalf of the original
manufacturer and who makes it available for use under his own name, should be considered the manufacturer of the modified medical
device.

Note 6 to entry: An authorized representative, distributor or importer who only adds its own address and contact details to the medical
device or the packaging, without covering or changing the existing labelling, is not considered a manufacturer.

Note 7 to entry: To the extent that an accessory is subject to the regulatory requirements of a medical device, the person responsible
for the design, manufacture, or both, of that accessory is considered to be a manufacturer.

[SOURCE: ISO 14971:2019,8 3.9]

3.1
marking
information, in text or graphical format, durably affixed, printed, etched (or equivalent) to a medical device or accessory

Note 1 to entry: For the purposes of this document, the term marked is used to designate the corresponding act.

Note 2 to entry: For the purposes of this document, marking is different from “direct marking” as commonly described in unique device
identification (UDI) standards and regulations. A UDI “direct marking” is a type of marking.

Note 3 to entry: See Figure 1.
[SOURCE: ISO 20417:2021,151 3.16]

3.12

medical device

instrument, apparatus, implement, machine, appliance, implant, reagent for in vitro use, software, material or other
similar or related article, intended by the manufacturer to be used, alone or in combination, for human beings, for one
or more of the specific medical purpose(s) of:

— diagnosis, prevention, monitoring, treatment or alleviation of disease;

— diagnosis, monitoring, treatment, alleviation of or compensation for an injury;

— investigation, replacement, modification, or support of the anatomy or of a physiological process;
— supporting or sustaining life;

— control of conception;

— disinfection of medical devices;

— providing information by means of in vitro examination of specimens derived from the human body;

and does not achieve its primary intended action by pharmacological, immunological or metabolic means, in or on the
human body, but which may be assisted in its intended function by such means

Note 1 to entry: Products which may be considered to be medical devices in some jurisdictions but not in others include:

— disinfection substances;

— aids for persons with disabilities;

— devices incorporating animal or human tissues, or both;

— devices for in vitro fertilization or assisted reproduction technologies.

[SOURCE: ISO 13485:2016, 3.11]
3.13

model number

model

letters, numbers or a combination of these assigned by a manufacturer to distinguish by function or type, a particular
medical device, accessory or medical device family from another

Note 1 to entry: See ISO 20417:2021, Figure 2.
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