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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 document was developed in response to a worldwide demand for internationally harmonized
specifications for medicinal products. It is one of a group of five International Standards, which together
provide the basis for the unique identification of medicinal products; the four other International
Standards are I1SO 11615, ISO 11616, ISO 11238 and ISO 11240.

These International Standards on the identification of medicinal products (IDMP) can be used in the
activities of medicines regulatory agencies worldwide. These include a variety of regulatory activities
related to development, registration and life cycle management of medicinal products, as well as

phar

The
exha

— 1

— pharmaceutical company to regulator;

[ q

— ]
— 1

The 1
on I
Uniq|
supp|

Ther]
healt

nternational Standards on IDMP therefore can be used in the following interactions(t
stive list):

egulator to regulator;

ponsor of clinical trial to regulator;
egulator to other stakeholders;
egulator to worldwide-maintained data sources.

necessary messaging specifications are included as an-integral part of the Internationg
MP to secure the interactions above.

e identifiers produced in conformance withithe International Standards on IDMP 4
orting applications where it is needed to relably identify and trace the use of medicing

e are many terms in use to describe”basic concepts in the regulatory, pharma
hcare standards development domain for different purposes and in different contexts

his is not an

W] Standards

re aimed at
1l products.

eutical and

In the context of identification of “pharmaceutical dose forms, units of presentation, routes of

adm]
trang
conc
impl

nistration and packaging, this document describes the essential elements for the s
lation and versioning of the specified controlled terms. Also described are reconj
erning the mapping of terms that are already used by stakeholders to the concepts aris
pmentation of this document.

The

igh-level concepts described consist of:
harmaceutical dose form,;
nit of presentation;

oute*of administration;

pecification,
mendations
ing from the

— packaging.

The supporting, more mechanical, components are described separately from the high-level clinical
concepts. The supporting concepts consist of:

a) terms and codes;

b) translations;

c) versioning;

d) mapping.
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1SO 11239:2023(E)

Health informatics — Identification of medicinal
products — Data elements and structures for the unique
identification and exchange of regulated information on
pharmaceutical dose forms, units of presentation, routes of
administration and packaging

This|document specifies:

2
The

consfitutes requirements of this document. For dated references, only the edition cited
unddted references, the latest edition of the referenced document (including any amendme

ISO §39-1, Codes for the représentation of names of languages — Part 1: Alpha-2 code

ISO

code

3

3.1

$cope

the data elements, structures and relationships between the data elements requ
e¢xchange of information, which uniquely and with certainty identify pharmaceutical
nits of presentation, routes of administration and packaging .jtems (containers, d
dministration devices) related to medicinal products;

mechanism for the association of translations of a single cen¢ept into different langua
n integral part of the information exchange;

mechanism for the versioning of the concepts in oréer to track their evolution;

ules to help regional authorities to map existing regional terms to the terms create
ocument, in a harmonized and meaningful way.

Normative references

following documents are referred.to in the text in such a way that some or all of t

A

166-1, Codes for the-representation of names of countries and their subdivisions — Paf

r

[erms, definitions and abbreviated terms

Terms and definitions

red for the
dose forms,
losures and

bes, which is

d using this

heir content
applies. For
hts) applies.

t 1: Country

For the purposes of this document, the Tollowing terms and definitions apply.

[SO and IEC maintain terminology databases for use in standardization at the following addresses:

ISO Online browsing platform: available at https://www.iso.org/obp

IEC Electropedia: available at https://www.electropedia.org/
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administrable dose form

aDF

pharmaceutical dose form (3.1.21) for administration to the patient, after any necessary transformation
(3.1.27) of the manufactured items (3.1.17) and their corresponding manufactured dose forms (3.1.16)
has been carried out

EXAMPLE

Solution for injection, tablet for oral use, hard-capsule powder for inhalation.

Note 1 to entry: The administrable dose form is identical to the manufactured dose form in cases where
no transformation of the manufactured item is necessary [i.e. where the manufactured item is equal to the
pharmaceutical product (3.1.22)]

3.1.2

administration device

equipment i
EXAMPLE

Note 1 to ent
(3.1.5).

[SOURCE: E
added, the N

3.1.3

htended to allow the medicinal product (3.1.18) to be administered correctly. toythe pat]
Needle, oral syringe.

'y: An administration device may be an integral part of an immediate container (3.1.13) or a cl

NV 12610:1997, 3.1, modified — The definition has been revised, the Example has
otes to entry have been replaced.]

administration method

general tech
patient

EXAMPLE

Note 1 to ent
and is not int

Note 2 to en
with one or

inique by which a pharmaceutical product (3.1.223is intended to be administered t

Application, inhalation, injection.

F'y: The administration method is used to group related pharmaceutical dose form (3.1.21) con
ended to describe a precise method or route of administration (3.1.25).

kry: In certain circumstances, the‘administration method may be used, alone or in combin
ore other pharmaceutical dose form attributes, to describe a medicinal product (3.1.18) wH

pharmaceutiEal dose form term cannot be used, for example as part of an adverse event report in whig

precise phar

3.1.4

basic dose {
generalized
pharmaceut

EXAMPLE

Note 1 to ent

aceutical dose form is unknown but the administration method is known.

form
version of thé pharmaceutical dose form (3.1.21), used to group together re
ical dose forms

Capsuleytablet, powder, solution.

ry:Tn certain circumstances, the basic dose form may be used, alone or in combination with d

more other p

ient

josure

been

b the

Cepts,

ation
ere a
h the

lated

ne or
itical

hatmaceutical dose form attributes, to describe a medicinal product (3.1.18) where a pharmace

dose form term cannot be used, for example as part of an adverse event reportin which the precise pharmaceutical
dose form is unknown but the basic dose form is known.

3.1.5
closure

item used to close a container (3.1.9) for the purpose of the correct storage and (where appropriate) use
of the medicinal product (3.1.18)

EXAMPLE

Cap, child-resistant closure, screw cap.

Note 1 to entry: A closure may have an administration device (3.1.2) incorporated into it.

Note 2 to entry: A closure may be an integral part of an immediate container (3.1.13).
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3.1.6

coded concept
datatype (3.1.11) that groups together a set of code term pairs (3.1.7) that represent a single concept but
differ in language and/or geographical region

Note 1 to entry: The coded concept is used to manage translations, and is the basic datatype that is found in all of
the high-level conceptual models.

3.1.7
code term pair
datatype (3.1.11) that groups together the attributes required to describe a single concept in a specified

lang

two

term to describe two or more manufactured items (3.1.17) that are intended’to be ca
fic way to produce a single pharmaceutical product (3.1.22), and which includes inform
ifactured dose form (3.1.16) of each manufactured item and the administrable dose fo
harmaceutical product

PLE Powder and solvent for solution for injection. The medicinal product (3.1.]

pharmaceutical product that is prepared from the two manufactured items is a solution for i

comb
(see 3

3.1.9
cont
item
ortr

ined pharmaceutical dose form for the medicinal product is “powder and solvent for solution
Iso Table A.7).

piner
of packaging that is part of a medicinal produgct\(3.1.18) and is used for storage, identif]
hnsport of the components of the medicinal product

EXANMPLE Ampoule, bottle, box.

Note

1 to entry: "Container” is a generalsedncept that groups together the concepts of immedi

(3.1.13), intermediate packaging (3.1.15)'and outer packaging (3.1.20).

3.1.10

cont

rolled vocabulary

finit¢ set of values that represent the only allowed values for a data item

Note

3.1.11

data|
seto

1 to entry: These yvalue’s may be codes, text, or numeric.

type
f distinctwalues, characterized by properties of those values, and by operations on tho

[SOURCE: ISO/IEC 11404:2007, 3.12]

mbined in a
ation on the
'm (3.1.1) of

18) contains

manufactured items (a powder for solution for injection and a s@lvent for solution for ipjection); the

hjection. The
for injection”

ication and/

(te container

se values

3.1.12

identifier
description that is sufficient to represent an object in a given environment

[SOURCE: ENV 12610:1997, 3.13, modified — The Note to entry has been deleted.]

3.1.13

immediate container
container (3.1.9) in which a manufactured item (3.1.17) or pharmaceutical product (3.1.22) is contained
and with which it is in direct contact

EXAMPLE Ampoule, vial, prefilled syringe, bottle, blister.

Note 1 to entry: An immediate container can be fitted with or have integrated into it an administration device
(3.1.2) and/or closure (3.1.5).

© IS0 2023 - All rights reserved
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Note 2 to entry: A pharmaceutical dose form (3.1.21) can fulfil the role of an immediate container, e.g. a capsule
containing a powder for inhalation; the capsule in this case is not a container.

[SOURCE: ENV 12610:1997, 3.14, modified — The definition has been revised, the admitted terms have
been deleted, the Example has been replaced, the Notes to entry have been replaced.]

3.1.14

intended site
general description of the area of the body at which a pharmaceutical product (3.1.22) is intended to be

administered

EXAMPLE Auricular, ocular, oral.

Note 1 to entfy: The intended site is used to group related pharmaceutical dose form (3.1.21) concepts,@nd |s not
intended to describe a precise site or route of administration (3.1.25).

Note 2 to entfy: In certain circumstances, the intended site may be used, alone or in combinationfjth one or[more
other pharmaceutical dose form attributes, to describe a medicinal product (3.1.18) where a pharmaceutical dose
form term cannot be used, for example as part of an adverse event report in which the precise pharmacefitical
dose form is inknown but the intended site is known.

3.1.15

intermedialte packaging

container (3}1.9) between the outer packaging (3.1.20) and the immediate‘container (3.1.13)

EXAMPLE Box.

3.1.16

manufactutred dose form

mDF

pharmaceutjcal dose form (3.1.21) of a manufactured iten(3.1.17) as supplied by the manufacturer and,
where applifable, before transformation (3.1.27) intp.the pharmaceutical product (3.1.22)

EXAMPLE Powder for solution for injection.

Note 1 to enffry: The manufactured dose form is.identical to the administrable dose form (3.1.1) in cases Where
no transformation of the manufactured item is necessary (i.e. where the manufactured item is equal to the
pharmaceutifal product).

3.1.17

manufactuted item

qualitative ind quantitative-coimposition of a product as contained in the packaging of the medijcinal
product (3.1}18) as put on themarket or investigational medicinal product as used in a clinical triaf
Note 1 to entfy: A medieinal product may contain one or more manufactured items.

Note 2 to enftry: Im,many instances, the manufactured item is equal to the pharmaceutical product (3.1.22).
However, thdre are'instances where the manufactured item(s) must undergo a transformation (3.1.27) Hefore
being adminifstéred to the patient (as the pharmaceutical product) and the two are not equal.

3.1.18

medicinal product

pharmaceutical product (3.1.22) or combination of pharmaceutical products that can be administered to
human beings or animals for treating or preventing disease, with the aim of making a medical diagnosis
or to restore, correct or modify physiological functions

Note 1 to entry: A medicinal product may contain in the packaging one or more manufactured items (3.1.17) and
one or more pharmaceutical products.

Note 2 to entry: In certain regions, a medicinal product is defined as any substance or combination of substances
that can be used to make a medical diagnosis.

[SOURCE: ENV 13607:2000, 3.19, modified — The definition has been revised, The Note to entry has
been replaced.]
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3.1.19

medicinal product identifier

MPID

unique identifier (3.1.12) allocated to a medicinal product (3.1.18) supplementary to any existing
authorisation number as ascribed by a medicines regulatory agency in a region

Note 1 to entry: This is for indexing purposes and to contribute to improving patient safety by allowing for the
unique identification of medicinal products worldwide.

3.1.20

outer packaging
exte nal contaimor (2 1 O) in xashich A o dicinal nyadyi~+ (2 1 191 3
............... o WA e R e HER A ProaHet(o—=—=57

EXANPLE Box.

Note [1 to entry: The manufactured item (3.1.17) or pharmaceutical product (3.1.22) is notiin direct| contact with
the ofiter packaging except where the outer packaging also serves as the immediate contdiner (3.1.18).

3.1.21
pharnmaceutical dose form
physjcal manifestation of a product that contains the active ingredient(s) and/or inactive ingredient(s)
that pre intended to be delivered to the patient

Note|l to entry: "Pharmaceutical dose form" can refer to the administrable dose form (3.1.1) or the jmanufactured
dose form (3.1.16), depending on the product that it is describing.

3.1.22
pharmaceutical product
qualjtative and quantitative composition of a medicinal product (3.1.18) in the pharmaceutiqal dose form
(3.1.21) approved for administration in line with.the regulated product information

Note [l to entry: A medicinal product may contaimene or more pharmaceutical products.

Note|2 to entry: In many instances, the pharmaceutical product is equal to the manufactured ftem (3.1.17).
Howagver, there are instances where thé ntanufactured item(s) must undergo a transformation (3.1.27) before
being administered to the patient (as the pharmaceutical product) and the two are not equal.

3.1.23
pharmaceutical product identifier

PhPID

uniqe identifier (3.1.12)-for a pharmaceutical product (3.1.22)

3.1.24

release characteristics
description of the modified timing by which an active ingredient is made available in th¢ body after
administration of the pharmaceutical product (3.1.22), in comparison with a conventional, djrect release
of the active ingredient

EXAMPLE Delayed, extended, none.

Note 1 to entry: In certain circumstances, the release characteristics may be used, alone or in combination with
one or more other pharmaceutical dose form (3.1.21) attributes, to describe a medicinal product (3.1.18) where
a pharmaceutical dose form term cannot be used, for example as part of an adverse event report in which the
precise pharmaceutical dose form is unknown but the release characteristics are known.

3.1.25
route of administration
path by which the pharmaceutical product (3.1.22) is taken into or makes contact with the body

EXAMPLE Intravenous, ocular, oral, oromucosal.

© IS0 2023 - All rights reserved 5
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state of matter
physical condition describing the molecular form of a product

EXAMPLE

Gas, liquid, semi-solid, solid.

Note 1 to entry: State of matter is used to group basic dose forms (3.1.4) according to their physical properties.

Note 2 to entry: In certain circumstances, the state of matter may be used, alone or in combination with one
or more other pharmaceutical dose form (3.1.21) attributes, to describe a medicinal product (3.1.18) where a
pharmaceutical dose form term cannot be used, for example as part of an adverse event report in which the
precise pharmaceutical dose form is unknown but the state of matter is known.

3.1.27

transformd
procedure t
procedure i
administrab

EXAMPLE

Note 1 to enf
product.

Note 2 to enf
or more othg
pharmaceuti

precise pharmaceutical dose form is unknown but the transformation is known.

3.1.28

unit of measurement

real scalar
kind can be

Note 1 to ent

either for a plysical unit of measurement that is related to a system of quantities (e.g. SI units) or for an arbit

defined unit
procedure, a

3.1.29
unit of preq
qualitative {
manufacturdg
one instanc(

EXAMPLE 1
presentation

EXAMPLE 2

tion

hto a pharmaceutical product (3.1.22), i.e. from its manufactured dose form-(3.1.16) {
e dose form (3.1.1)

Dilution, dissolution, suspension.

ry: A transformation is not required when the manufactured item is<equal to the pharmace

ry: In certain circumstances, the transformation may be usé€d,valone or in combination wit
r pharmaceutical dose form (3.1.21) attributes, to describe a' medicinal product (3.1.18) wh
tal dose form term cannot be used, for example as partof an adverse event report in whid

quantity, defined and adopted by convention, with which any other quantity of the
compared in order to express the ratio‘of the two quantities as a number

ry: Depending on the nature of the reference scale, the unit of measurement expression may

of measurement, which might.refer to a certain reference material, a standard measurg
material measure or even a combination of those.

entation
erm describing the discrete countable entity in which a pharmaceutical product (3.1.2
d item (3.1.179 is presented, in cases where strength or quantity is expressed referri
 of this countable entity

To describe strength: actuation, spray, tablet; “contains 100 mcg per spray” (un
= sprayJ):

hat is carried out in order to convert a manufactured item (3.1.17) that requires such a

o its

itical

h one
ere a
h the

bame

stand
rarily
ment

2) or
hg to

it of

To describe quantity: bottle, box, vial; “contains 100 ml per bottle” (unit of presentation = b

ttle).

Note 1 to entry: A unit of presentation can have the same name as another controlled vocabulary, such as a basic
dose form (3.1.4) or a container (3.1.9), but the two concepts are not equivalent, and each has a unique controlled
vocabulary (3.1.10) term identifier (3.1.12).

3.2 Abbreviated terms

HL7 H
IDMP

SI

ealth Level Seven

Identification of medicinal products

International System of Units
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Requirements

General information regarding controlled vocabularies

Controlled vocabularies can also be used independently of the International Standards on IDMP.
HL7®Y messaging is used for communication of controlled vocabulary messages in IDMP.

Management of translations of controlled terms is described in this document so that the exchange of
information related to medicinal products can be implemented on a global scale.

Management of the versioning of the controlled terms is described in this document so that the

contl
audit

Guid
so th|

4.2
The

The

5

5.1

rolled vocabularies and any modifications to them can be appropriately tracked, to
able history.

blines are provided in this document to assist users to map existing terms to-the’cont

Requirements for use

fontrolled vocabularies shall satisfy the following criteria:

rovide appropriate terms and identifiers to describe the pharmaceutical dose form for]
$roduct, as required for the generation and descriptionefithe PhPID and the MPID; t
the provision of the pharmaceutical dose form attributes‘(state of matter, basic dose f
¢haracteristics, transformation, intended site and administration method):

rovide appropriate terms and identifiers to desCribe the intended route(s) of admin
medicinal product, as required for the complete description of the medicinal prod
eneration of the MPID;

rovide appropriate terms and identifiers to describe the unit of presentation for

hllow for an

Folled terms

at terms that are already in use in different regions can be associated with.the’controlled terms.

a medicinal
his includes
brm, release

istration for
uct and the

a medicinal

roduct, as required for the complete description of the strength of certain types ¢f medicinal

roduct for the generation of the MPID;

rovide appropriate terms and identifiers to describe the container (which includes th
ontainer, the intermediate packaging and the outer packaging), closure and administr
10r a medicinal product,(as required for the description of the medicinal product for th

f the MPID.

q

fontrolled termsiand codes shall be publicly available.

N

bchema

Géneral

b immediate
ation device
P generation

This document describes the essential elements for the specification, translation and versioning of
the controlled terms. Also described are recommendations concerning the mapping of terms that are
already used by stakeholders to the concepts arising from the implementation of this document.

The

supporting components are:
terms and codes;
translations;

versioning;

1

HL7 is the registered trademark of Health Level Seven International. This information is given for the
convenience of users of this document and does not constitute an endorsement by ISO of the product named.
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mapping.

The high-level concepts are:

a) pharma

ceutical dose form;

b) unit of presentation;

c)
d) packagi
The schem

(Integer) sp

An attributg
(this is equi

5.2 Conc¢

5.2.1 Gen

route of administration;

ng.

ecified in ISO 21090.

e showing no explicit cardinality means that the attribute shall be valued with,one Y
Ualent to [1..1]).

pptual models — Supporting concepts

eral

The following conceptual models specify the elements, structures and-inter-element relationships

describe thd
controlled t

5.2.2 Ter

supporting concepts (terms and codes, translations, vefsioning, mapping) for each {
Pr'ms.

ms and codes

5.2.2.1 The codeTermPair datatype

The codeTe
text string
codedConce

The attribut

'mPair shall be used as the underlying’class that carries the base code, the assoc

pt.

es of the underlying class codeTermPair (see Figure 1) shall be:

inique (machine-processable) identifier for the codeTermPair (datatype: ST).
e textual term description for the concept (datatype: ST);

bn: a textual definition for the concept (datatype: ST);

an optionalkindicator for use where veterinary-only terms are also provided in the

value:is “human and veterinary”) (datatype: CD);

commentan optional textual comment (datatype: ST);

e; indicates that the concept is for either “human and veterinary” or “veterinary only’

| INT

ralue

that
et of

jated

hnd other elements of definition, and will be used as a datatype in the creation of the

baime
use

(datatype: CD);

a) code:a
b) term: th
c) definiti
d) domain
databag
(default
e)
f)
g)
toISO 3
8

166-1 (datatype: CD).
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codeTermPair

+code: ST

+term: ST
+definition: ST
+domain: CD [0..1]
+comment: ST [0..1]
+languageCode: CD
+regionCode: CD

Figure 1 — Conceptual diagram for the codeTermPair datatype

5.2.2.2 The codedConcept datatype

The |codedConcept associates a concept for a selected language and geographical region (e.g. in
English for the UK) with zero to many translations of that same concept for different languages and/
or g¢ographical regions (e.g. in French for France, in German for Gerfmany). The codeTeymPair code
for the concept for the user-selected language and region is used fprthe “value” element,|and zero to
many codeTermPair codes for that same concept for different languages and/or regions arefused for the
“trarslation” element; together these specify the codedConcepf\datatype.

The ¢odedConcept (see Figure 2) shall be made up of the following attributes:
a) ¢ode: the unique (machine-processable) identifierfor the codedConcept (datatype: ST)

b) value: the codeTermPair code for the conceptthat has the user-selected language code (e.g. English)
and user-selected region code (e.g. UK) (datatype: codeTermPair);

c) franslation: zero to many codeTermPair‘codes for the same concept with different language and/or
fegion codes (e.g. French and Frane€, German and Germany) (datatype: codeTermPair)

codedConcept

+code: ST
+value: codeTermPair
+translation: codeTermPair [0..*]

Figure 2 — Conceptual diagram for the codedConcept datatype

5.2.2.3\The versioning of a concept

Versioning provides a traceable history for each concept from the point of creation of the concept,
including details of all modifications thereafter.

The versioning (see Figure 3) shall be made up of the following attributes:

a) code: the unique (machine-processable) identifier for the concept that is the subject of the
versioning (datatype: ST);

b) creationDate: a time stamp indicating the date and time that the concept was created (datatype:
TS);

c) createdBy: information to identify the person who created the concept (datatype: ST);

d) modificationDate: a time stamp indicating the date and time that the modification was made for
the specified version (datatype: TS);

©1S0 2023 - All rights reserved 9
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e) modificationMade: a description in free text of the modification made for the specified version
(datatype: ST);

f) modifiedBy: information to identify the person who modified the concept (datatype: ST);
g) conceptStatus: the status of the concept, i.e. whether it is current, deprecated, etc. (datatype: CD);

h) currentConcept [0.*]: when a concept is deprecated, the code of the concept that replaces it;
there may be more than one replacement concept for a single deprecated concept (datatype:
codeTermPair/codedConcept);

i) versionNumber: a number that indicates the version of the concept (datatype: INT).

Versioning

+code: ST

+creationDate: TS

+createdBy: ST

+modificationDate: TS [0..1]

+modificationMade: ST [0..1]

+modificationBy: ST [0..1]

+conceptStatus: CD

+currentConcept: codeTermPair/codedConcept [0.*]
+versionNumber: INT

Figure 3 — Conceptual diagram for the versioning of a concept

The concepts that arise from the implementation of-this document (referred to here as “standardized
concepts”) yill not necessarily match terms that are already in use by the various stakeholders in the
different colintries and regions (referred to her€as “regional terms”). In order that the regional terms
that are already in use, in particular those specified by the appropriate medicines regulatory agepcies
in the differlent countries and regions, can'be linked to the standardized concepts, it is envisaged that
the approprjiate stakeholders map theii-regional terms to these standardized concepts in their{own
databases apd/or systems. Such a mapping exercise will help users of an existing database to identify
the equivalgnt standardized congeptfor a given regional term.

A single regjonal term can map\to zero to many standardized concepts, and zero to many regional terms
can map to 4 single standagdized concept (see Figure 4).

dodedConcept
+code: ST Mapping
+value: codeTermPair Regional stakeholders may map their
+translation-codeTermPair [0..*] 0.* 0.* existing terms to codedConcepts

Figure 4 — Conceptual diagram indicating the target of any mapping process

This is to account for the differences in granularity that existing databases in different regions exhibit
when creating and defining regional terms. For example, region A might use less-specific terms with
a low level of detail, such that one of their regional terms maps to three standardized concepts, while
region B might use more specific terms with a high level of detail, such that three of their regional
terms map to a single standardized concept (see Table 1).

10 © IS0 2023 - All rights reserved
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Table 1 — Theoretical examples of mapping to standardized concepts of regional
terms with lower (region A) and higher (region B) levels of granularity

Region A regional term
(lower granularity)

Maps to standardized
concepts (one to many)

Region B regional terms
(higher granularity)

Map to standardized
concept (many to one)

Injection

Solution for injection

Granule-filled soft cap-
sule

Suspension for injection

Liquid-filled soft capsule

Solution for infusion

Powder-filled soft capsule

Soft oral capsule

elationships
n, route of

b associated
rmaceutical

rn grouped
hat describe
hinistration,
ure 5). The
pt datatype,

5.3 Conceptual modeis— High-tevetconcepts

5.3.1 General

The following conceptual models specify the elements, structures and intex-element
that [describe the high-level concepts (pharmaceutical dose form, unit,of. presentatig
administration, packaging) for the controlled terms.

5.3.7 Pharmaceutical dose form

5.3.2.1 General

The following conceptual models specify the pharmaceutical dose form concept and th
elements, structure and inter-element relationships that describe it, and the combined ph4
doselform.

5.3.2.2 Pharmaceutical dose form concept

The pharmaceutical dose form is built from' a set of basic dose forms, which are in ty
according to state of matter. Each pharmaceutical dose form is associated with attributes t
any 1lelease characteristics, any transformation that is required to be carried out before adn
the intended site of administration, and the intended method of administration (see Fig
pharjmaceutical dose form concept and its attributes are described using the codedConce
ther¢by incorporating the translated concepts.

© IS0 2023 - All rights reserved
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StateOfMatter

+value: codedConcept

1
0.*

BasicDoseForm

+value: codedConcept

1

0.*
0.* PharmaceuticalDoseForm
+value: codedConcept
1. 0% oS
0.* 0.*
ReleaseCharacteristics AdministrationMethod
+value: podedConcept +yalue: codedConcept
Transformation 1.* IntendedSite
+value: fodedConcept +value: codedConcept
1.*

Figure 5 — Conceptual diagram for'the pharmaceutical dose form class

5.3.2.3 Stpte of matter class

The state of matter class shall be used asthe high-level grouping category that classes the pharmaceytical
dose form, yjia the basic dose form, aecording to its state of matter attribute. A state of matter clasg has
zero to manjy basic dose forms.

EXAMPLE Solid, semi-solid; Jiquid, gas.

NOTE Sde also TabletAdl for controlled vocabulary examples, and Annex B for medicinal product examples.

In certain cifcumstahces, the state of matter class may be used, alone or in combination with one or more
other pharmaceutical dose form attributes, to describe a medicinal product where a pharmaceytical
dose form tpfm cannot be used, for example as part of an adverse event report in which the precise
pharmaceutical dose form is unknown but the state of matter is Known.

The state of matter class shall be described using a codedConcept.

5.3.2.4 Basic dose form class

The basic dose form class shall be used as the high-level grouping category that classes the
pharmaceutical dose form according to its general type of pharmaceutical dose form. A basic dose form
has zero to many pharmaceutical dose forms.

EXAMPLE Tablet, capsule, powder, solution.

NOTE See also Table A.1 for controlled vocabulary examples, and Annex B for medicinal product examples.

12 © IS0 2023 - All rights reserved
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In certain circumstances, the basic dose form class may be used, alone or in combination with
one or more other pharmaceutical dose form attributes, to describe a medicinal product where a
pharmaceutical dose form term cannot be used, for example as part of an adverse event report in which

the precise pharmaceutical dose form is unknown but the basic dose form is known.

The basic dose form class shall be described using a codedConcept.

5.3.2.5 Release characteristics class

The release characteristics class shall be used to describe the release characteristics of the
pharmaceutical dose form. Where there are no release characteristics to be specified, the class has an

appr
form

EXAN
NOTH

In ce
one

phar
the p

The 1

5.3.2

The

conv
thersg
Zero

EXAN
NOTH

In cq
one

phar
the p

The {

5.3.2

ppriate null value. A release characteristic 1s assoclated with zero to many pharmac
S.

PLE Delayed, extended, pulsatile, none.

See also Table A.2 for controlled vocabulary examples, and Annex B for medicinal produ

rtain circumstances, the release characteristics class may be used,-alone or in comb
br more other pharmaceutical dose form attributes, to describé-a“medicinal prod
maceutical dose form term cannot be used, for example as part of an adverse event rep
recise pharmaceutical dose form is unknown but the release characteristics are know

elease characteristics class shall be described using a cadedConcept.

.6 Transformation class

rransformation class shall be used to describe, the physical operation that is required
brt a manufactured dose form into an administrable dose form, where this is neces

is no transformation, the class has an appropriate null value. A transformation is ass
to many pharmaceutical dose forms.

IPLE Dilution, dissolution, none.

See also Table A.3 for controlled vocabulary examples, and Annex B for medicinal produ

brtain circumstances, the Jtransformation class may be used, alone or in combi
br more other pharmaceutical dose form attributes, to describe a medicinal prod
maceutical dose form term cannot be used, for example as part of an adverse event rep|
recise pharmaceutical dose form is unknown but the transformation is known.

ransformatiemn class shall be described using a codedConcept.

.7 Intended site class

The inténded site class shall be used to describe the general body site at which the pharmac

m‘l

for

eutical dose

't examples.

nation with
ict where a
ort in which
n.

| in order to
sary. Where
bciated with

Ct examples.

nation with
ict where a
ort in which

eutical dose

iSintended to be administered. It is a set of high-level general terms expressly for de

scribing the

intended site, rather than a specialized vocabulary detailing precise sites of administration. It is not
the same concept as route of administration. Where there is no intended site associated, the class has
an appropriate null value. An intended site is associated with zero to many pharmaceutical dose forms.

EXAMPLE Auricular, ocular, oral, none.

NOTE See also Table A.4 for controlled vocabulary examples, and Annex B for medicinal product examples.

In certain circumstances, the intended site class may be used, alone or in combination with one or more
other pharmaceutical dose form attributes, to describe a medicinal product where a pharmaceutical
dose form term cannot be used, for example as part of an adverse event report in which the precise
pharmaceutical dose form is unknown but the intended site is known.

The intended site class shall be described using a codedConcept.

©1S0 2023 - All rights reserved 13


https://standardsiso.com/api/?name=0cc8209ca8e9e835df94fb300c3b5bb6

ISO 11239:

2023(E)

5.3.2.8 Administration method class

The administration method class shall be used to describe the pharmaceutical dose form according to
the general intended method by which it is to be administered to the body. It describes a set of high-level
general terms expressly for describing the intended administration method for a pharmaceutical dose
form, rather than a specialized vocabulary detailing precise methods of administration. Where there
is no administration method associated, the class has an appropriate null value. An administration
method is associated with zero to many pharmaceutical dose forms.

EXAMPLE

NOTE

Application, inhalation, injection, none.

Seealso Table A5 for controlled vacabulary examples and Annex B for medicinal product exam

bles.

In certain c
one or mor
pharmaceut
the precise |

The admini

rcumstances, the administration method class may be used, alone or in combination
e other pharmaceutical dose form attributes, to describe a medicinal proddct“wh
ical dose form term cannot be used, for example as part of an adverse event réport in y
bharmaceutical dose form is unknown but the administration method is known.

tration method class shall be described using a codedConcept.

5.3.2.9 Pharmaceutical dose form class

The pharmg

ceutical dose form class shall be used to describe the pharmaceutical dose form as it is

in describinjg medicinal products. It also describes the relationship_of‘the pharmaceutical dose

to the attril
Figure 6.

Figy

The pharmd
release charif
one to many

EXAMPLE

utes that are needed to specify properly the conceptilt can be summarized as shoy

PharmaceuticalDoseForm

+value: codedConcept

+basicDoseForm: codedConcept
+releaseCharacteristics; cededConcept [1..*]
+transformation: codedConcept [1..*]
+intendedSite: codedConcept [1..*]
+administrationMethod: codedConcept [1..*]

re 6 — Conceptualdiagram summarizing the pharmaceutical dose form class

acteristics)one to many transformations, one to many intended sites of administration
administration methods.

Tablet, powder for solution for injection, powder for concentrate for solution for injection.

with
bre a
rhich

used
form
vn in

ceutical dosé)Xorm class is associated with one basic dose form class, and has one to fnany

, and

NOTE S

€ alSo 1able A.6 TOor controlied vocabulary examples, and Annex b Tor medICInal proauct exam

The pharmaceutical dose form class shall be described using a codedConcept.

5.3.2.10 Combined pharmaceutical dose form class

les.

The combined pharmaceutical dose form class shall provide unique concepts to describe specific
combinations of pharmaceutical dose forms where these are required. Two or more pharmaceutical
dose form concepts combined are described using a unique coded concept (see Figure 7).

14
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CombinedPharmaceuticalDoseForm

+value: codedConcept
+pharmaceuticalDoseForm: codedConcept [1..*]

Figure 7 — Conceptual diagram for the combined pharmaceutical dose form

EXAMPLE Powder and solvent for solution for injection (see Figure 8).

NOTH See also Table A.7 for controlled vocabulary examples, and Clauses B.4 and B.5 for medirinal product
examples.

In the example shown in Figure 8, a medicinal product contains in its packaging tyo separate
mantyifactured items: a powder and a solvent. The powder is intended to be dissolved in the solvent in
ordef to produce a solution, which is the pharmaceutical product that is inténded to be afiministered
to the patient by injection. The two manufactured items are described,by the manufaftured dose
formis “powder for solution for injection” and “solvent for solution for-injection” respdctively. The
pharmaceutical product that is formed from the manufactured itemsiand administered to the patient is
described by the administrable dose form “solution for injection”. The medicinal product as|a whole can
be dé¢scribed by the combined pharmaceutical dose form “powder‘@and solvent for solution for injection”.
In the conceptual diagram shown in Figure 7, “value” would b@filled by the coded concept |powder and
solvgnt for solution for injection”, and “pharmaceuticalDoseForm” would be filled by the coded concepts
“powder for solution for injection” and “solvent for solution for injection”. The coded concgpt “solution
for injection” may also be included as a "pharmaceutiealDoseForm”, but in that case the administrable
dose|form should be distinguished from the manufactured dose forms, for example by labelling the
concepts as “manufacturedDoseForm” and “admisistrableDoseForm” accordingly.

Manufactured item 1
Manufactured dose form:
Powder for solution for injection

Pharmaceutical groduct
Administrable dode form:
Solution for injection

Transformation:
Dissolution

Manufactured-item 2
Manufacturéd-dose form:
Solvent forselution for injection

Medicinal product
Combined pharmaceutical dose form:
Powder.and solvent for solution for injection

Figure 8 — Diagram illustrating the relationship between manufactured dose form,
administrable dose form and combined pharmaceutical dose form for a medicinal product
consisting of two manufactured items, and where a transformation is required

The combined pharmaceutical dose form class shall be described using a codedConcept.
5.3.3 Unit of presentation

5.3.3.1 General

The following conceptual model specifies the unit of presentation concept and the elements that
describe it.

© IS0 2023 - All rights reserved 15


https://standardsiso.com/api/?name=0cc8209ca8e9e835df94fb300c3b5bb6

ISO 11239:

2023(E)

5.3.3.2 Unit of presentation concept

The unit of presentation (see Figure 9) is used where the strength may be described in terms of “each”

in a general manner; in such a case, “each” would be replaced by “per tablet

» o« T

, “per actuation”, “per patc

hn
)

etc. It is also used where the strength or total quantity of a manufactured item or pharmaceutical
product is described in terms of the packaging, such as “100 ml per bottle”.

UnitOfPresentation

+value: codedConcept

5.3.3.3 Unit of presentation class

The unit of]
properly thd

EXAMPLE

NOTE S¢

The unit of presentation class shall be described using a codedCengept.

5.3.4 Rou

5.3.4.1 G

The followil
describe it.

5.3.4.2 Route of administration concept

The route o
pharmaceut

te of administration

tneral

g conceptual model specifies the routé of administration concept and the elementg

ical product is taken(into or makes contact with the body.

Figure 9 — Conceptual diagram for the unit of presentation class

presentation class shall be used to specify the attributes that afeyneeded to des
unit of presentation concept.

Actuation, drop, patch, tablet, bottle, tube.

e also Table A.8 for controlled vocabulary examples, and Annex Bfor medicinal product examj

administration (see Figure 10) is a concept that is used to describe the path by whic

RouteOfAdministration

+value: codedConcept

cribe

bles.

that

h the

Figure 10 — Conceptual diagram for the route of administration class

5.3.4.3 Route of administration class

The route of administration class shall be used to specify the attributes that are needed to describe
properly the route of administration concept.

EXAMPLE

NOTE

Intramuscular, intravenous, oral, subcutaneous.

The route of administration class shall be described using a codedConcept.

16

See also Table A.9 for controlled vocabulary examples, and Annex B for medicinal product examples.
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Packaging

.1 General

The following conceptual model specifies the packaging concept and the associated elements, structure
and inter-element relationships that describe it.

5.3.5

.2 Packaging concept

The packaging concept is a group of three concepts that describe particular elements of the medicinal

product: container, closure and administration device (see Figure 11).

5.3.5

The
pack
closy

The |

5.3.5

The
cont

EXAN
EXAN
EXAN
NOTH
The |

PackagingCategory Packaging

+value: codedConcept +value: codedConcept

1 0.*

Figure 11 — Conceptual diagram for the packaging class

.3 Packaging category class

packaging category class shall be used as the high-lével grouping category that
hging concept according to the general category of packaging into which it falls, namel
re and administration device. A packaging category, has zero to many types of packag

packaging category class shall be described using a codedConcept.

.4 Packaging class

backaging class shall be used to specify the attributes that are needed to describe |
hiner, closure, or administrationdevice concept. A packaging has one packaging categg

IPLE1  For the container: ampoule, blister, bottle, tube, box.
IPLE 2 For the closureycap, screw-cap, stopper.

IPLE3  For the administration device: needle, oral syringe.

packaging élass shall be described using a codedConcept.

classes the
y: container,

ng.

broperly the
ry.

See also Table’A.10 for controlled vocabulary examples, and Annex B for medicinal prodiict examples.
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Annex A
(informative)

Examples of controlled vocabularies

A.1 Purpose of provided examples

These examlples may be used for the creation of controlled vocabularies, but their presence here|does
not imply thiat they are or will be the official controlled vocabulary terms, and nor are these-intended to

be completelists.

A.2 Pharmaceutical dose form

Table A.1 — State of matter and basic dose form examples

State of matter

Basic dose form

Gas

Medicinal gas

Vapour

Liquid

Collodion

Concentrate

Emulsion

Liquid

Solutien

Suspension

Semi-solid

Cream

Gel

Ointment

Paste

Solid

Capsule

Film

Granules

Gum

Implant

Insert

18

lablet

Unclear

Unclear

Table A.2 — Release characteristics examples

Release characteristics

Delayed

Extended

Modified

None

© IS0 2023 - All rights reserved


https://standardsiso.com/api/?name=0cc8209ca8e9e835df94fb300c3b5bb6

1SO 11239:2023(E)

Table A.3 — Transformation examples

Transformation

Dilution

Dissolution

Extraction

Mixing

Suspension/Dispersion

None

Table A.4 — Intended site examples

Intended site

Auricular

Cutaneous
Dental

Intrauterine

Intravesical

Nasal

Ocular
Oral

Oromucosal

Pulmonary
Rectal

Transdermal

Vaginal

None

Table.A:5 — Administration method examples

Administration method

Application
Bathing

Chewing

Gargling

Infusion

Injection

Insertion

Instillation

Orodispersion

Spraying
Swallowing

None

©1S0 2023 - All rights reserved 19


https://standardsiso.com/api/?name=0cc8209ca8e9e835df94fb300c3b5bb6

ISO 11239:2023(E)

Table A.6 — Pharmaceutical dose form examples

Pharmaceutical dose form

Capsule for oromucosal use

Chewable tablet

Concentrate for solution for cutaneous use

Cream for nasal use

Delayed-release tablet

Effervescent granules

I leaa £ - bt
LITTUISIUIT TUT 111JCLL1U11

Extended-release tablet

Foam for cutaneous use

Granules for suspension for oral use

Hard capsule

Hard, delayed-release capsule

Hard-capsule powder for inhalation

Implant

Muco-adhesive tablet for buccal use

Ointment for auricular use

Ointment for cutaneous use

Oral powder

Orodispersible film

Powder for cutaneéus use

Powder for solution‘for infusion

Powder for solution for injection

Powder for'solution for oral use

Pressurized solution for inhalation

Pressurized suspension for inhalation

Prolonged-release eye drops

Shampoo

Soft capsule

Soft, delayed-release capsule

Soluble tablet

Solution for ear-drop use

Solution for ear-spray use

Solution for eye-drop use

20

Solution 1or infusion

Solution for injection

Solution for oral use

Spray for oromucosal use

Spray for sublingual use

Suppository

Suspension for injection

Suspension for oral use

Tablet

© IS0 2023 - All rights reserved
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Table A.6 (continued)

Pharmaceutical dose form

Tablet for solution for gargle

Tablet for sublingual use

Tablet for vaginal use

Table A.7 — Combined pharmaceutical dose form examples

Combined pharmaceutical dose form

Components (pharmaceutical dose forms:

manufactured/adminisyy

rable)

Condentrate and solvent for solution for cutaneous use

Concentrate for solution for gutar
(mDF)

eous use

Solvent for solution forcutaneous

use (mDF)

Solution for cutaneous-use (aDF)

Powgler and solvent for solution for injection

Powder for solution for injection

mDF)

Solvent for solution for injection

mDF)

Solution forinjection (aDF)

Suspension and granules for suspension for oral use

Suspensien for suspension for orgl use (mDF)

Granules for suspension for oral yse (mDF)

Suspension for oral use (aDF)

A.3 | Unit of presentation

Table A.8 — Unit of presentation examples

Unit of presentation

Actuation

Bottle

Capsule

Dose

Drop

Implant

Insert

Patch

Scoop

Suppository

Tablet

Vial

© IS0 2023 - All rights reserved
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A.4 Route of administration

Table A.9 — Route of administration examples

A

22

Route of administration

Auricular

Cutaneous

Dental

Gingival

Inhalational

.5 Packpging

T rocroToT

Intestinal

Intraarterial

Intracardiac

Intracerebral

Intracervical

Intralymphatic

Intramuscular

Intraocular

Intrauterine

Intravenous

Intravesical

Laryngopharyngeal

Nasal

Ocular

Ofal

Qromucosal

Rectal

Route.of'administration not applicable

Subcutaneous

Sublingual

Transdermal

Urethral

Vaginal

Table A-10— Packaging category and packaging examples

Packaging category Packaging

Container

Ampoule

Blister

Bottle

Box

Cartridge

Tube
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