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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.
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Introduction

This

International Standard is intended to assist competent authorities, conformity assessment bodies,

healthcare providers and manufacturers in the submission and exchange of information. It is intended
that the information covered by this International Standard be available in the public domain.

This

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

second edition.

The
upd

requirements contained in this International Standard are applicable to the development and
ting of an international nomenclature and have heen prepared specifically for constriction of the

Glob

© ISO 2016 - All rights reserved
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INTERNATIONAL STANDARD

ISO 15225:2016(E)

Medical devices — Quality management — Medical device
nomenclature data structure

1

Scope

This International Standard specifies rules and guidelines for a medical device nomenclature data

struqture, i order to facititate COOPEeration and exXciange of datd Used by Tegutatory b
international level between interested parties, e.g. regulatory authorities, manufacturei
healthcare providers and end users.

This|International Standard includes guidelines for a minimum data set and)its struc
guidelines are provided for system designers setting up databases that utilizeithe nomencla
described herein.

The

maintenance of an international nomenclature for medical device identification.

This|International Standard does not include the nomenclature-itself, which is provided a|
datalffile.

2
The

indigpensable for its application. For dated references, only the edition cited applies. |
referfences, the latest edition of the referenced document (including any amendments) appl

ISO/1EC 8859-1:1998, Information technalogy — 8-bit single-byte coded graphic character se
Latin alphabet No. 1

3

For the purposes of this doGument, the following terms and definitions applyb.

3.1

charjacter
memper of a set-of-elements used for the organization, control or representation of data

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

3.2
cod

requirements contained in this International Standard are applicable to the devel

Normative references

following documents, in whole or in part, are*normatively referenced in the docum

Terms and definitions

odies on an
s, suppliers,

ture. These
ture system

bpment and

S a separate

ent and are
For undated
es.

ts — Part 1:

system of alpha, alphanumeric or numeric characters and rules by which information is represented,
communicated, or both

3.3

collective term
term provides a multi-hierarchical structure to search for appropriate generic device group terms by
using broad common features or characteristics

1)

In this International Standard, many terms are used which have their basis in regulatory

» o«

“medical device”, “custom made medical device” and “manufacturer”. These terms are defined in t
jurisdictions where the nomenclature is used.

© ISO 2016 - All rights reserved
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unit of knowledge created by a unique combination of characteristics

[SOURCE: IS

3.5
definition

0 1087-1:2000, 3.2.1, modified — Note 1 to entry has been deleted.]

formal concise statement of the meaning of a term

3.6
device inte

device inten
safety, perfd

3.7

device inte
device inten
for medical

3.8

device typ¢
identificatid
comparable

Note 1 to enti
of the nomen

3.9
file
named set 0

[SOURCE: I§

3.10
generic dev
set of devicq

3.11

ded for clinical investigation
ded for use in a designed and planned systematic study in or on human subjects to-y
rmance, or both

hded for performance evaluation
ded by the manufacturer to be subject to performance evaluation studies in laborat
hnalyses or other appropriate environments

n of a manufacturer’s specific kind of products, i.e. fot similar usage or seri
models

y: This data element is not included in the GMDN nomenclatiire, but is coded in various ways oy
clature and linked to terms.

f records stored or processed as a unit

O/1EC 2382:2015, 2121414]

ice group
s having the same or similarintended use and common technology, identified by a ter1

Global Medijical Device Nomenelature

GMDN
nomenclatu
form of a co

Note 1 to ent
devices whic
for reasons

Fe based on the structure of this International Standard, which provides information i
e to indicat&the generic descriptor within which a device type can be identified

ry: By«eference to this globally accepted, generic medical device nomenclature, other part
h have substantially similar generic features but which come from another source can be idenf
pf~ddta exchange between competent authorities and others, for the exchange of post-m|

vigilance inf

erify

ories

bs of

tside

n the

cular
ified,
arket

rmation Qh('] Fﬁ?‘ ih‘lphfﬁr}l pllY‘pﬂQPQ

3.12

GMDN agency
organization representing the interests of regulatory agencies, manufacturers and healthcare
providers to ensure the continued relevance and effectiveness of the GMDN, and is responsible for the
development, control and distribution of the GMDN

© ISO 2016 - All rights reserved
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3.13

identifier

<organization of data> one or more characters used to identify or name a data element and possibly to
indicate certain properties of that data element

[SOURCE: ISO/IEC 2382-4:19992), 04.09.02, modified - Note has been deleted.]

3.14
multiple-linked synonym
alternative name(s) for a synonym term linked to more than one GMDN Term

3.15
namp
verbgl designation of an individual concept

[SOURCE: ISO 1087-1:2000, 3.4.2, modified — The preferred term in ISO 1087-1:2000 (apjpellation) is

notu

3.16

sed in this International Standard.]

nclature

nom,
teranology structured systematically according to pre-established nasiiing rules

[SOU

3.17
prod
marH

3.18
synd
alter

EXAN

3.19
tern
basig

Note
devid

RCE: 1SO 1087-1:2000, 3.5.3, modified — Note 1 to entry has\been deleted.]

uct identifier
fer to indicate which terms can and cannot be used-for product identification

nym
hative name for a term

(PLE A proprietary or common namée.for a device.

data entity within the GMDN dataset

1 to entry: A term consists of a code, name and definition. It is the data representation
e group.

of a generic

4 Principle of structure

4.1 | General

The nemenclature shall consist of terms, collective terms, synonyms and multiple-linked synonyms. All
elementshave-codesand names,and-termsadditionally have-definitien erms-shoetdd be given in

the singular form.

The nomenclature is structured as a ‘flat’ listing of terms, linked to many levels within a multi-
hierarchical system of collective terms. The level at which a term is linked to a collective term
determines the breadth of the sets of devices grouped by the collective term. All medical devices can be
classified within each level.

All elements are managed by the GMDN agency.

For an example of an exported format of the data file for terms, see Annex B.

2) This standard is withdrawn and has been replaced by ISO/IEC 2382.

© ISO 2016 - All rights reserved
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4.2 Term

4.2.1 Des

cription

A term describes a generic device group of medical devices, i.e. a set of devices having the same or
similar intended use(s) and commonality of technology. Sets of devices are grouped together (as a
generic device group) for the purpose of device vigilance reporting, or other purposes where sets of
essentially similar devices from different sources need to be collected. Potentially, any device attribute
(e.g. implant/non-implant, sterile/non-sterile) can be used as a means of arranging associated data. A
term is the only method used for product identification.

A term shal

4.2.2 Ter

The termna
be in the for
language as
features, e.g|

EXAMPLE

Ambiguous
be used.

Trade name

4.2.3 Ter

Terms shall
which defin
It should ing
attributes. ]
the content,

4.2.4 Ter

A five-chara

be unambiguous and unique and comprise the following elements:

M name

ne shall be a shortunique descriptor which unambiguously describes the device’group. It

is practically possible. One or more qualifiers considered to be important distingui
single-use/reusable, sterile/non-sterile, can be added and preceded’by a comma.

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

» o« » o« » o«

phrases such as “sundries”, “others”, “appliances”, “miscellaneous” and “various” shoul

5 shall not be used in term names.

m definition

be assigned a definition of not more than-700 characters in the English Language ve
s the scope of the term name, i.e. the devices that are included in the generic device g
lude statements about the intendedcclinical application, the technology used and impo
efinitions shall be worded in such'a way that users will understand and be familiar
so that it is clear whether a particular device type is covered by the term.

m code

cter numeric codeshall be assigned systematically to each term, to be used as the d

identifier. The identifier will beunique and be attached to the same entity for the full life cycle of the

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

Within the
that are rele
between ter

latabase) relationships shall be established between the term and all the collective t

nisahd collective terms may necessarily be many-to-many. See 4.3.

shall

m of a single or compound noun, possibly with familiar adjectives, that is*as close to natural

bhing

d not

rsion
roup.
rtant
with

gital
erm.

erms

vant,'and that can be used to group devices at a higher level than the term. The relatiopship

4.2.6 Links to synonym(s)

See 4.5.

4.2.7 Links to multiple-linked synonym(s)

See 4.6.

© ISO 2016 - All rights reserved
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Colle
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Collective term

ctive terms may be terms used in the nomenclature for the following:

a) grouping together terms with common characteristics, e.g. clinical application, common technology,
materials, medical specialities, manufacturing processes;

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

Collective terms shall link directly to terms. Collective terms shall also be linked to each other to form

am

ti-hierarchical structure.

Colle

A co
ofd

The ¢ollective terms are arranged in a multi-hierarchy with individual parent-child casca

varig
largd

Ther]
attri

Term
pare
tree

4.4
Tabld

4.5

Asy
It shd
be uf

NOT]H
is likd
4.6

A my
cons

ctive terms may group several terms with common features.

ective term can be used to select a larger group of medical devices and also ¢g ahalys
a.

ble number of levels. The multi-hierarchical structure of collective terims supports the
r sets of terms.

butes/properties/function.

s are linked to a collective term at any level in a cascade and will be automatically linK
hts of that collective term. Terms can be linked to many collective terms in different
structure. Collective terms shall not be used for thé-purpose of product identification.

Nomenclature structure example

1 is an example of the nomenclature structure.
Synonyms

lonym may be an alternativename to a term name that may be familiar to users of the ng

ed for product identification.

Synonyms were-created and used in the early phase of development of the GMDN and th
ly to be less significant.

Multipleddinked synonyms

[ruction format and status as a synonym term.

e larger sets

les having a
grouping of

e are a number of top-level nodes (see Annex D) which represent importapt grouping

ed to all the
parts of the

menclature.

111 be linked to only one term and can be used as an aid to locating the appropriate ternj. It shall not

pir future use

Itipléslinked synonym is a synonym that is linked to more than one term. It shall have the same

Multiple-linked synonym terms shall not be used for the purpose of product identification.

NOTE

their

© ISO

future use is likely to be less significant.

2016 - All rights reserved
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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

Term definition

to fully spherical (ball-shaped) and is available in various sizes

A sterile implantable artificial substitute for a diseased or injured femoral head that has
an outer surface made of metal (e.g. titanium alloy). It is designed to be attached to the
trunnion of a prosthetic femoral stem/shaft or a head/stem adaptor, and to articulate
with an acetabulum prosthesis as part of a total hip arthroplasty (THA) or with a bipolar
component as part of a partial hip arthroplasty. The device ranges in form from partially

Collective terms:

CT1006 Orthopaedic devices

CT125 Implantable joint prostheses and associated 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 Heéad LH

4.7 Abbr

Abbreviatio
their use aid

Any abbrevi

5 Datafi

5.1 Gene

pviations and acronyms

hs and acronyms may be trsed in term names or definitions in certain circumstances

s reading and understanding the nomenclature.

ation being adoptedshould use widely recognized terminology.

le dictionary

ral

when

This Clause

s provided for imformation systenT designers mplemerting the momernctature wit

1in a

database. It provides the minimum requirements for the data fields needed to hold the nomenclature

system.

Further data fields can be added to all data files depending on the requirements of the end user of the
database system in question.

The character set shall be the Latin alphabet No. 1 as specified in ISO/IEC 8859-1.

5.2 Term data file

The data field ‘Code’ shall be assigned an incremental sequential cardinal number starting from the
value 10 000. After a new record is added to the data file, the code shall be incremented by one (1).

© ISO 2016 - All rights reserved
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The term data file shall be as specified in Table 2.

Table 2 — Requirements for term data file

ISO 15225:2016(E)

Identifier Data category and format Comments
Code Numeric, five digits Unique index
Term name Alpha, max 120 characters |—

Term definition

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  AnnexB gives examples of term records.

Tern} codes in the range 1 to 9999 cannot be used in data transmissions that.comp
Intennational Standard. This demands that an official list of generic device groups will n¢

y with this
bver contain

records having these code values. Generic device group codes in the range ‘1)to 9999 arg exclusively
resefved for assignment by the end user. These codes are made available for the convenjence of end
users to store terms outside the scope of this International Standard.
5.3 | Collective term data file
The inimum number of identifiers shall be as specified in Tabl¢ 3.
Table 3 — Requirements for collective term data file
Identifier Data category and format Comments
Code Numeric, mak’four characters Unique index
Term name Alpha, max 150 characters —
Term definition Alpha, max 300 characters —

© IS0 2016 - All rights reserved 7
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Annex A
(informative)

Examples for generation of generic device group terms and

synonyms

A.1 Gene

This Annex
the nomencl

The terms

ral

ature.

A.2 Examples of term names

Metallic ace

General-pur

Fabulum prosthesis

pose bowl, reusable

A.3 Exa

ples of term definitions

sed in the examples provided are for illustrative purposes.

provides examples for the purpose of generating generic device group terms,and updating

A sterile implantable principal component of a total hip prosthesis (acetabular component) designged to
replace or r¢pair the acetabulum. The component is of'a‘one-piece construction and is made entirg¢ly of
metal [e.g. stainless steel, titanium (Ti)]; it may inelude fixation devices (e.g. screws) for attachmgnt to

the body.

A portable bowl or basin designed to be used.for a variety of medical purposes such as containing fluids,
olding instruments prior to ox during a procedure, and collecting body waste or other matter.

carrying or
The design 4

nd shape can vary from reund, oblong, deep or quite shallow. This is a reusable device.

A.4 Abbreviations

The followiy
EXAMPLE 1
EXAMPLE 2

lg are exampleS of abbreviations:
AARK (automated anaesthesia record keeper)

CPAPnit (continuous positive airway pressure unit)

© ISO 2016 - All rights reserved
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A.5 Example of style

A.5.1 The first letter of a term name should be in upper case (capital letters). Thereafter, all letters
should be reproduced in lower case (small letters).

EXAMPLE1 Capitalized firstletter of the term name: External defibrillator electrode pad.

EXAMPLE 2  Capitalized first letter of the term name followed by a qualifier in small letters: External
defibrillator electrode, adult, single-use.

A.5.2 Capital letters may be used in term names and definitions, when appropriate.

EXAMPLE1 Inventor’s name: von Frey hairs aesthesiometer.

EXANPLE 2  Chemical substances: 1,3-Beta-D-glucan IVD, kit, enzyme immunoassay: (E1A).

© IS0 2016 - All rights reserved 9
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Annex B
(informative)

Example of term record

This Annex provides an example of a term record. This example of an output file is in XML format.

<term
<terq

<terq

<terq

<terq
mirror (ref
site of exd
surface) o
places the
small hole
device.</t4q
<tex

<alf

<mo

<crq

</tet

Code>34637</termCode>

Cat>Non-IVD</termCat>

Name>Headreflector</termName>

Definition>A head-worn device consisting of a circular concave

lector) attached to a headband designed to reflect light to a

mination/minor intervention (e.g. the nose, throat, or body
a patient. The examiner wears the device on his/her head,
reflector in front of one eye, and views the site through a
in the centre of the reflector. This is a reusable
rmDefinition>

mStatus>Active</termStatus>

ernatives/>

ifiedDate>2012-11-20</modifiedDate>
atedDate>2004-05-17</createdDate>

m>

10
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