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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards 

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. 

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 

editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

on the ISO list of patent declarations received (see www.iso.org/patents).

constitute an endorsement.

assessment, as well as information about ISO’s adherence to the WTO principles in the Technical 
Barriers to Trade (TBT) see the following URL:  .

The committee responsible for this document is ISO/TC 210, Quality management and corresponding 
general aspects for medical devices.

This third edition of this International Standard based on experience gained from utilization of the 

of ‘collective terms’.

remains a concept to which GMDN data are linked.
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Introduction

healthcare providers and manufacturers in the submission and exchange of information. It is intended 

This third edition of this International Standard is based on experience gained from utilization of the 
second edition. 

The requirements contained in this International Standard are applicable to the development and 

Global Medical Device Nomenclature (GMDN).
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Medical devices — Quality management — Medical device 
nomenclature data structure

1 Scope

healthcare providers and end users.

This International Standard includes guidelines for a minimum data set and its structure. These 

described herein.

The requirements contained in this International Standard are applicable to the development and 

This International Standard does not include the nomenclature itself, which is provided as a separate 

2 Normative references

ISO/IEC 8859-1:1998, Information technology — 8-bit single-byte coded graphic character sets — Part 1: 
Latin alphabet No. 1

1).

3.1
character
member of a set of elements used for the organization, control or representation of data

[SOURCE: ISO/IEC 8859-1:1998, 4.3]

3.2
code

communicated, or both

3.3
collective term

using broad common features or characteristics

1)

INTERNATIONAL STANDARD ISO 15225:2016(E)
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3.4
concept

3.5

formal concise statement of the meaning of a term

3.6
device intended for clinical investigation

3.7
device intended for performance evaluation

3.8
device type

comparable models

of the nomenclature and linked to terms.

3.9

named set of records stored or processed as a unit

[SOURCE: ISO/IEC 2382:2015, 2121414]

3.10
generic device group

3.11
Global Medical Device Nomenclature
GMDN
nomenclature based on the structure of this International Standard, which provides information in the 

for reasons of data exchange between competent authorities and others, for the exchange of post-market 

3.12
GMDN agency

providers to ensure the continued relevance and effectiveness of the GMDN, and is responsible for the 
development, control and distribution of the GMDN
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3.13

indicate certain properties of that data element

[SOURCE: ISO/IEC 2382-4:19992)

3.14
multiple-linked synonym

3.15
name
verbal designation of an individual concept

not used in this International Standard.]

3.16
nomenclature

3.17

3.18
synonym
alternative name for a term

3.19
term

device group.

4 Principle of structure

4.1 General

the singular form.

Annex B.

2)
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4.2 Term

4.2.1 Description

A term describes a generic device group of medical devices, i.e. a set of devices having the same or 

generic device group) for the purpose of device vigilance reporting, or other purposes where sets of 

(e.g. implant/non-implant, sterile/non-sterile) can be used as a means of arranging associated data. A 

A term shall be unambiguous and unique and comprise the following elements:

4.2.2 Term name

features, e.g. single-use/reusable, sterile/non

EXAMPLE General-purpose surgical drape, single-use, sterile.

Ambiguous phrases such as “sundries”, “others”, “appliances”, “miscellaneous” and “various” should not 
be used.

Trade names shall not be used in term names.

4.2.4 Term code

4.2.5 Links to relevant collective term(s) (see 4.3)

Within the database, relationships shall be established between the term and all the collective terms 
that are relevant, and that can be used to group devices at a higher level than the term. The relationship 

4.3.

4.2.6 Links to synonym(s)

See 4.5.

4.2.7 Links to multiple-linked synonym(s)

See 4.6.
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4.3 Collective term

materials, medical specialities, manufacturing processes;

b) determining the range of skills and general technological abilities required for the assessment of
a device.

a multi-hierarchical structure.

of data.

variable number of levels. The multi-hierarchical structure of collective terms supports the grouping of 
larger sets of terms.

There are a number of top-level nodes (see Annex D) which represent important grouping 
attributes/properties/function.

4.4 Nomenclature structure example

Table 1 is an example of the nomenclature structure.

4.5 Synonyms

4.6 Multiple-linked synonyms
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Table 1 — Example of GMDN term for a femoral prosthesis device group

Term code 33175
Term name Metallic femoral head prosthesis

trunnion of a prosthetic femoral stem/shaft or a head/stem adaptor, and to articulate 

Collective terms:
CT1006 Orthopaedic devices

          CT837 Implantable hip prostheses
CT1245 Femoral head prosthesis

CT244 Prostheses and associated devices
      CT1370 Prostheses
            CT446 Implantable prostheses
CT334 Single-patient use
CT336 Sterile
CT983 Surgical invasive
      CT321 Long-term surgical invasive
CT156 Orthopaedics
CT979 Inorganic materials

Device type:

Make: Acme

Model: 298FK3Z

Trade name: Insert Femoral Head LH

4.7 Abbreviations and acronyms

their use aids reading and understanding the nomenclature.

5.1 General
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Table 2.

Data category and format Comments
Code Unique index

Term name Alpha, max 120 characters —
Alpha, max 700 characters See also 4.2.3

Term status Alpha, 10 characters
”Active” or “”Obsolete” is linked to all terms to make it clear 
to the nomenclature user which terms are active and which 
are obsolete.

NOTE Annex B gives examples of term records.

users to store terms outside the scope of this International Standard.

Data category and format Comments
Code Numeric, max four characters Unique index

Term name Alpha, max 150 characters —
Alpha, max 300 characters —
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Annex A 
(informative) 

Examples for generation of generic device group terms and 
synonyms

A.1 General

This Annex provides examples for the purpose of generating generic device group terms and updating
the nomenclature.

The terms used in the examples provided are for illustrative purposes.

A.2 Examples of term names

Metallic acetabulum prosthesis

General-purpose bowl, reusable

A sterile implantable principal component of a total hip prosthesis (acetabular component) designed to 

A.4 Abbreviations

The following are examples of abbreviations:

EXAMPLE 1 AARK (automated anaesthesia record keeper)
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A.5 Example of style

A.5.1 
should be reproduced in lower case (small letters).

A.5.2 
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Annex B 
(informative) 

Example of term record

     <term> 
      <termCode>34637</termCode> 
      <termCat>Non-IVD</termCat> 

 

 
 

 
 

 
 

 
 

      </term>
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Annex C 
(informative) 

Examples of collective terms

CT101 Hearing Devices intended to aid, restore, or test a patient’s hearing, and other associated devices.
CT102 Beds and 

associated 
devices

-

and associated devices.
CT103 P e r s o n a l 

-
sistive prod-
ucts

from one position or place to another, with or without assistance from an attending person.
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Annex D 
(informative) 

Examples of top-level collective term nodes

— Clinical Specialities

— Device Applications

— Device Attribute Assortment

— Device Invasiveness

— Device Materials

— Device Power/Operation

— Device Sterility

— Device use Frequency

— High-level Device Groups
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