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NATIONAL FOREWORD

MWWMHW%ISD1123§:N12‘MW—
medicinal products — Data elements and structures for the unique identification and ¢

regulated information on substances' issued by the International Organization for Standardization
was adopted by the Bureau of Indian Standards on the recommendation of the Health
Sectional Committee and approval of the Medical Equipment and Hospital Planning Division Council

The text of ISO standard has been approved as suitable for publication as Indian Standard without
deviations. Certain terminologies and conventions are, however, not identical to those used in the
Indian Standards. Attention is particularly drawn to the following:

a) Wherever the words ‘International Standard’ appear referring to this standard, they should be
read as ‘Indian Standard'.

b) Comma (,) has been used as a decimal marker, while in Indian Standards, the current practice
is to use a point (.) as the decimal marker.
In this adopted standard, reference appears to the following International Standard for which
Indian Standard also exists. The corresponding Indian Standard, which is to be substituted in its place,
is listed below along with its degree of equivalence for the edition indicated:

International Standard Corresponding Indian Standard Degree of
Equivalence

ISO 3166-1" Codes for the IS 14836 (Part 1) : 2009 Codes for the Identical with

representation of names of representation of names of countries and I1SO 3166-1 : 2006

countries and their subdivisions — their subdivisions: Part 1 Country codes

Part 1: Country codes

The technical committee has reviewed the provisions of the following International Standards referred

in this adopted standard and has decided that they are acceptable for use in conjunction with this

standard:

RN

International Standard Title

IS0 3166-2 Codes for the representation of names of countries and their
subdivisions — Part 2: Country subdivision code

IS0 3166-3 Codes for the representation of names of countries and their

subdivisions — Part 3: Code for formerly used names of countries
Codes for the representation of names of languages

Health informatics — Harmonized data types for information
interchange
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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 International Standard specifies:

the data elements, structures and relationships between the data elements required for the exchange of
information, which uniquely and with certainty identify pharmaceutical dose forms, units of presentation,

routes of administration and packaging items (containers, closures and administration devices) related to
medicinal products;

— a mechanism for the association of translations of a single concept into different languages, which is an
integral part of the information exchange;

— a mechanism for the versioning of the concepts in order to track their evolution,

— rules to allow regional authorities to map existing regional terms to the terms created using this International
Standard, in a harmonized and meaningful way.

In addition, to support the successful application of this International Standard, references to standards
concerned with identification of medicinal products (IDMP) and messaging for medicinal product information
are provided as required.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced document

(including any amendments) apples.

ISO 639 (all parts), Codes for the representation of names of languages

I1SO 3166 (all parts), Codes for the representation of names of countries and their subdivisions
ISO 21090, Health informalics — Harmonized data types for information interchange

3 Terms, definitions and abbreviations

3.1 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

311
dose form for administration to the patient, after any necessary transformation of the
M
MMMMMWN
EXAMPLES mmm.muwm.wwmwm

mmwmuunﬂdbummmmmmummmmu
NOTE i

w0 “mmﬂw product)
T wanutactured flem is necessery (1.e. where the manufactured item |8 6qua! "
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31.9
container

item of packaging that is part of a medici : ificati
inal product and is used for storage, identifi
the components of the medicinal product : i i by

EXAMPLES Ampoule, bottle, box.

NOTE "Container” is a general concept th i | i ' i
. at groups toget
B Shen 3 oter packac s p groups together the concepts of immediate container, intermediate

3.1.10
controlled vocabulary

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

NOTE 1  These values may be codes, text, or numeric.
NOTE2  Adapted from CDISC Clinical Research Glossary V8.0, 2009.
341

controlled vocabulary term identifier

concep_t idgntiﬁer intended to be used as the preferred unique identifier for that concept in that code system
and which is published by the author of a code system

NOTE 1 It remains constant over time, independent of the particular version of the knowledge resource.

NOTE2  Adapted from HL7 Core Principles.

3112
immediate container

immediate packaging in which a manufactured item or pharmaceutical product is contained and with which it
is in direct contact

EXAMPLES Ampoule, vial, prefilled syringe, bottle, blister.
NOTE 1 An immediate container can be fitted with or have integrated inta it an administration device and/or closure.

NOTE 2 A pharmaceutical dose form can fulfil the role of an immediate container, e.g. a capsule containing a powder
for inhalation; the capsule in this case is nota container.

NOTE 3 An alternative, compatible definition of immediate container ("immediate packaging”) is given in Directive
92/27IEEC.

NOTE 4 Adapted from ENV 12610:1997.

3113
intended site T A
general body site at which a pharmaceutical product is intended to be administered

EXAMPLES Auricular, ocular, oral.

NOTE The intended site is a general term that is used to group related pharmaceutical dose form concepts, and is
not intended to describe a precise site or route of administration.

3114
intermediate packaging '
level of packaging between the outer packaging and the immediate container

EXAMPLE Box.

3116
ose form
manufactured g“. form of amanufactured item as manufactured and, where applicable, before transformation

into the pharmaceutical product
EXAMPLE Powder for solution for injection.
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NOTE 2 In many instances the

instances where the manufactured ilF?'harmztcﬁculic:uﬂ product is equal to the manufactured item, However, there are

4 em(s) must u i ini
pharmaceutical product) and the two arfa )not aqu::iargc a transformation before being administered to the patient (as the
3.1.22
PhPID -

ph_armz_:ceutical product identifier
unique identifier assigned to the pharmaceutical product(s)

31.23
release characteristics

description of the modified timing by which an active ingredient is made available in the body after administration
of the pharmaceutical product, in comparison with a conventional, direct release of the active ingredient

EXAMPLES Delayed, extended, none.

3.1.24
route of administration

path by which the pharmaceutical product is taken into or makes contact with the body

EXAMPLES Intravenous, oral, ocular, oromucosal.

31.25
state of matter
physical condition describing the molecular form of a product

EXAMPLES Gas, liquid, semi-solid, solid.

NOTE State of matter is used to group basic dose forms according to their physical properties.

3.1.26

transformation

procedure that is carried out in order to convert a manufactured item that requires such a procedure into a
pharmaceutical product, i.e. from its manufactured dose form to its administrable dose form

EXAMPLES Dilution, dissolution, suspension.

NOTE A transformation is not required when the manufactured item is equal to the pharmaceutical product.

31.27

unit of measurement . \ " PITRES .
real scalar guanlity, defined and adopted by convention, with which any other quantity of the same kind can be

compared in order to express the ratio of the two quantities as a number

i i i tand either for
nding on the nature of the reference scale, the up!t of measurement expression may s :

:o:fsica[ u[r:i‘:‘::ef m:agsuramanl that is related to a system of quantities (e.g. S1 units) or for an arbitrarily deﬁned unit of
m:asuremenl which might refer to a certain reference material, a standard measurement procedure, a material measure

or even to a combination of those.

3.1.28
unit of presentation

alitative rete countable entity in which a pharmaceutical product or manufacturad ilgm
tellvs'.'|:4'eaent¢:¢:la m iaeﬂm%?s?:ﬁgm or quantity is expressed referring to one instance of this countable entity
EXAMPLE 1 To describe strength: puff, spray, tablet “contains 100 mcg per spray” (unit of presentation = spray).
EXAMPLE 2  To describe quantity: bottle, box, vial “contains 100 ml per bottle” (unit of presentation = bottle).

OTE name as another controlled vocabulary, such as a basic qose form
b ntai 2 "ﬂﬁ"m’:ﬂgfé’;&':gm t:'qj'ula\::';'.:ﬂt. and each has a unique controlled vocabulary term identifier.
or a container,

3.2 Abbreviations :
The following abbreviations are used in this International Standard.
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4.2 Requirements for use Wwithin the IDMP set of standards

In order that the con i i
rbeltiled c?f l:g"&ﬂ;gcabulanes provided for in this International Standard are suitable for their purpose
sel of standards, they shall satisfy the following criteria;

rovid i di ifi !
25 :;q i ii:ggl;op;ﬁte terms and identifiers to describe the pharmaceutical dose form for a medicinal product,
orthe generation and description of the PhPID and the MPID:

Pl;g\c-;f; a:p:opri.a!e terms and identifiers to describe the intended route(s) of administration for a medicinal
P » @s required for the complete description of the medicinal product and the generation of the MPID;

provide appropriate terms and identifiers to describe the unit of presentation for a medicinal product,

as required for the complete description of the strength of certain t ici
generation of the MPID: g ain types of medicinal product for the

prcr\{ide apprqpriale termf.s and identifiers to describe the container (which includes the immediate container,
the mtennedlate‘packagmg and the‘ outer packaging), closure and administration device for a medicinal
product, as required for the description of the medicinal product for the generation of the MPID.

The controlled terms and codes shall be publicly available and the expectation is that their use will be royalty free.
5 Schema

5.1 General

This International Standard 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 International Standard.

The supporting components are:
— terms and codes;

— translations;

— versioning;

— mapping.

The high-level concepts are’

a) pharmaceutical dose form;
b) unit of presentation;

¢) route of administration;

d) packaging.

The schemata employ the data types ST (String), CD (Concept Descriptor), TS (Pointin Time) and INT (Integer)
defined in ISO 21080.

An attribute showing no explicit cardinality means that the attribute shall be valued with one value (this is

equivalent to [1..1]).
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::rg::isa::m: ;ero “'; many codeTermPair codes for the same concept with different language and/or region
-g. French and France, German and Germany) (data type: codeTermPair).

codedConcept
+code: ST

+value: codeTermPair
+translation: codeTermPair [0.."]

Figure 2 — Conceptual diagram for the codedConcept data type

5.2.4 Versioning

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

The versioning shall be made up of the following attributes:

a)

b)
c)

d)

e)
f)
9)
h)

code: the unique (machine-processable) identifier for the concept that is the subject of the versioning
(data type: ST),

creationDate: a time stamp indicating the date and time that the concept was created (data type: TS);
createdBy: information to identify the person who created the concept (data type: ST);

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

modificationMade: a description in free text of the modification made for the specified version (data type: ST);
modifiedBy: information to identify the person who modified the concept (data type: ST);
conceptStatus: the status of the concept, i.e. whether it is current, deprecated, etc. (data type: CD);

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 (data type:
codeTermPair/codedConcept);

versionNumber: a number that indicates the version of the concept (data type: 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
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5.3.2.2 Pharmaceutical dose form concept

The pharmaceutical dose form is built from a set of basic dose forms, which are in turn grouped according
to state of matter. Each pharmaceutical dose form is associated with attributes that describe any release
characteristics, any transformation that is required to be carried out before administration, the intended site
of administration, and the intended method of administration. The pharmaceutical dose form concept and its
attributes are described using the codedConcept datatype, thereby incorporating the translated concepts.

StateOfMatter
+value: codedConcept

1
0.*

BasicDoseForm
+value: codedConcept

1

0..*
0. PharmaceuticalDoseForm
+value: codedConcept
0.*
1.7  fag
0..* 0..*
ReleaseCharacteristics AdministrationMethod
|+value: codedConcepl +value: codedConcept
Transformation 1.° IntendedSite
+value: codedConcept +value: codedConcepl
; pl

Figure 5 — Conceptual diagram for the pharmaceutical dose form class

5.3.2.3 State of matter class

The state of matter class shall be used as the high-level grouping category that classes the pharmaceutical
dose form, via the basic dose form, according to its state of matter attribute. A state of matter class has zero

to many basic dose forms.
EXAMPLES Solid, semi-solid, liquid, gas. See also Annex A (Table A.1) for controlled vocabulary examples, and
Annex B for medicinal product examples.

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.

EXAMPLES Tablet, capsule, powder, solution. See also Annex A (Table A.1) for controlled vocabulary examples, and
Annex B for medicinal product examples.

"
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The basic dose form class shall be described using @ codedC P

5.3.2.5 Release characteristics class 3
ase characteristics of the Pharmaceuticy)

i e rele :
The release characteristics class shall be used t;t‘li::f:z: :;eciﬂad. the class has an appropriate null vajye

dose form. Where there are no release character harmaceutical dose forms.

A release characteristic is associated with zero to many p
o also Annex A (Table A.2) for controlled vocabulary exampieg

EXAMPLES  Delayed, extended, pulsatile, none. Se
and Annex B for medicinal product examples.

- i ept.
The release characteristics class shall be described using a codedConcep

5.3.2.6 Transformation class
ysical operation that is required in order to convert

rm, where this is necessary. Where there is no
formation is associated with zero to many

The transformation class shall be used to describe the ph
a manufactured dose form into an administrable dose fo
transformation, the class has an appropriate null value. A trans

pharmaceutical dose forms,
EXAMPLES Dilution, dissolution, none. See also Annex A (Table A.3) for controlled vocabulary examples, and Annex B

for medicinal product examples.

The transformation class shall be described using a codedConcept.

5.3.2.7 Intended site class

The intended site class shall be used to describe the general body site at which the pharmaceutical dose form
is intended to be administered. It is a set of high-level general terms expressly for describing 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.

EXAMPLES  Auricular, ocular, oral, none. See also Annex A (Table A.4) for controlled vocabulary examples, and
Annex B for medicinal product examples.

The intended site class shall be described using a codedConcept,

5.3.2.8 Administration method class

The administration method class shall be used to descri : 5
general intended method by which it is to be administeredliz ::: g:::qug":c“:iil dose fo;fm gcc?rdlr;g ; ;'::I
terms expressly for describing the intended administration method for é pharm, ezt a set high- evethg i
a specialized vocabulary detailing precise methods of administration Whe tha':e ! ical dose: fprm. ra eeth
associated, the class has an appropriate null value. An administratio'n ml'e ere is no administration m
pharmaceutical dose forms. hod is associated with zero to man/

EXAMPLES  Application, inhalation, injection, none. See al

and Annex B for medicinal product examples. S0 Annex A (Table A, 5) for controlled vocabulary examples:

The administration method class shall be described using a codedc
oncept,

5.3.2.9 Pharmaceutical dose form class

The pharmaceutical dose form class shall be used to ¢
in describing medicinal products. It also describes the r. . C¢. (e Pharmace i is used
relat utical dose form as it I8
attributes that are needed to define properly the concept, |t c:‘"::m:‘h@ Pharmaceutical dose form ' the
arized as follows:

12
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A e e L '.‘ll—"f‘-L‘I)—’i-c",i': =

n ner


http://scannergo.net/?utm_source=pdf&utm_medium=watermark&utm_campaign=scannergo

SUPPLIED BY as!a EDGE UNDER THE LICENSE FROM BIS FOR GALGOTIAS UNIVERSITY, GREAT:
NOIDA (Librarian @galgotiasuniversity.

; ER NOIDA - G
edu.in) DATED 2021-07-17 AGAINST OUR ORD, REF. sbigll

BIS-20210716-5
ISNSO 11239 : 2012

PharmaceuticalDoseForm
+value: codedConcept
+basicDoseForm: codedConcept
+releaseCharacteristics: codedConcept [1..*]
+transformation: codedConcept [1..*]
+intendedSite: codedConcept [1..%]
+administrationMethod: codedConcept [1..%)

Figure 6 — Conceptual diagram summarizing the pharmaceutical dose form class

The pharmaceutical dose form class is associated with one basic dose form class, and has one to many

release characteristics, one to many transformations, one to many intended sites of administration, and one to
many administration methods.

EXAMPLES Tablet, powder for solution for injection, powder for concentrate for solution for injection. See also Annex A
(Table A.6) for controlled vocabulary examples, and Annex B for medicinal product examples,

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

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.

CombinedPharmaceuticalDoseForm

+value: codedConcept
+pharmaceuticalDoseForm: codedConcept [*]

Figure 7 — Conceptual diagram for the combined pharmaceutical dose form

EXAMPLES Powder and solvent for solution for iniection fsee Fiaure 8) See also Annex A (Table A7) for controlled
vocabulary examples, and Annex B (B.1.3 and B.1.4) for medicinal product examples.

In the example shown in Figure 8, a medicinal product contains‘ in its paf:kaging two sqparate manufactured
items: a powder and a solvent. The powder is intended to be dissolved in the solvent in order to produce a
solution, which is the pharmaceutical product that is intended to be administered to the patfenl by !nj.ect!on; The
two manufactured items are described by the manufactured dose forms "powder for solution for injection” and
“solvent for solution for injection” respectively. The phannaceutlg:alt product thatis forrped frpm the.n'\.aanac.tured
items and administered to the patient is described by the admln_lstrabie dose forrln solution for u:;ectlon .. The
medicinal product as a whole can be described by the combined _phe!rmaceuycal d:.:se form ;:_clalwge:)r atnd
solvent for solution for injection”. In the conceptual diagrgrn nshowr: in Figure 7.‘ value’ would-be |I : 4 5'«_ 1 Q:
coded concept “powder and solvent for solution for injection ) and pharmaceghcalD?s.ch_:ml would be fi

by the coded concepts “powder for solution for injection” and “solvent for solution for injection”.

13
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Manufactured item 1
Manufactured dose form: ==
Powder for solution for injection

Pharmaceutical product
Administrable dose form:
Solution for injection

Transformation:
Dissolution

Manufactured item 2
Manufactured dose form: =
Solvent for solution for injection

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

Figure 8 — Diagram illustrating the relationship between manufflctured dose form, ad.ministrame
dose form and combined pharmaceutical dose form for a medicinal pl'Odl.fCt 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 defines the unit of presentation concept and the elements that describe it.

5.3.3.2 Unit of presentation concept

The unit of presentation is a concept that is used in describing the qualitative unit in which the strength or
quantity of the manufactured item or pharmaceutical product are presented and described, in cases where a
quantitative unit of measurement is not applicable. It 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”, “per puff”, "per patch’,
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

Figure 9 — Conceptual diagram for the unit of presentation class

5.3.3.3 Unit of presentation class
The unit of presentation class shall be used to specify the attributes th

unit of presentation concept. at are needed to describe properly "®
EXAMPLES  Actuation, drop, patch, tablet, bottle, tube.
examples, and Annex B for medicinal product examples. See also Annex A (Table A.8) for controlled vocabula”

The unit of presentation class shall be described using a codedConcept

14
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5.3.4 Route of administration
5.3.41 General
The following conceptual model defines the route of administration concept and the elements that describe it.

5.3.4.2 Route of administration concept

The rout_e of administration is a concept that is used to describe the path by which the pharmaceutical product
is taken into or makes contact with the body.

RouteOfAdministration

+value: codedConcept

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 define properly the
route of administration concept.

EXAMPLES Intramuscular, intravenous, oral, subcutaneous. See also Annex A (Table A.9) for controlled vocabulary
examples, and Annex B for medicinal product examples.

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

5.3.5.1 General

The following conceptual model defines 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.

PackagingCategory Packaging
+value: codedConcept +value: codedConcept
1 4

Figure 11 — Conceptual diagram for the packaging class

5.3.5.3 Packaging category class

i igh- i hat classes the packaging

ory class shall be used as the high-level grouping category t €
Iot‘reac‘;:t‘:kaacgé:gd?nagtet% :I?:e general category of packaging into which it falls, n'amely: container, closure and
administration device. A packaging category has zero to many types of packaging.

The packaging category class shall be described using a codedConcept.
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Table A.8 — Unit of presentation examples

Unit of presentation

Actuation

Bottle

Capsule

Drop

\mplant

Insert

Patch

Scoop

Suppository

Tablet

\
\
\
\
\
\
\
\
\
\
\
\

Vial

Route of administration

Table A.9 — Route of administration examples

Route of administration

1
Auricular 1

Cutaneous

Dental

Gingival

Inhalational

Intestinal

Intraarterial

Intracardiac

Intracerebral

Intracervical

Intralymphatic
Intramuscular

Intraocular

Intrauterine

Intravenous

Intravesical

Laryngopharyngeal

Nasal

Ocular

Oral

Oromucosal

Rectal

Route of administration not applicable

Subcutaneous

Sublingual

Transdermal
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Annex B
(informative)

Examples of controlled vocabularies to describe medicinal products

B.1 Purpose of provided examples
Examples of medicinal products, for which certain properties are described using controlled vocabularies, are

given in this annex for illustrative purposes only, to demonstrate how su
; ' ‘ ch controlled vocabulary terms can be
created for use in defining PhPIDs and MPIDs. 5 ’

B.1.1 LITHDRUG

Pharmaceutical dose form: Manufactured = Administrable: extended-release tablet
State of matter: solid
Basic dose form: tablet
Release characteristics: extended
Transformation: none
Administration method: swallowing
Intended site: oral

Unit of presentation: tablet

Route of administration: oral

Packaging:
Container:Immediate container: bottle

Outer packaaing: box

Closure: screw cap
Administration device: none

B.1.2 INHALDRUG

Pharmaceutical dose form: Manufactured = Administrable: suspension for aerosol inhalation
State of matter: liquid
Basic dose form: suspension
Release characteristics: none
Transformation: none
Administration method: inhalation
Intended site: pulmonary

Unit of presentation: actuation
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