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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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft Internationpl Standards
adopfed by the technical committees are circulated to the member bodies for voting. Publigation as an
Intermational Standard requires approval by at least 75 % of the member bodies casting a'vote.

Attenttion is drawn to the possibility that some of the elements of this International Standard may be the subject
of patent rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO 11615 was prepared by Technical Committee ISO/TC 215, Health informatics.

© 1SO 2012 — All rights reserved \%
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Introduction

This International Standard was developed in response to a worldwide demand for internationally harmonized
specifications for Medicinal Products. It is one of five standards which together provide the basis for the unique

Identification

of Medicinal Products. The group of standards comprises:

ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures for the

unique identi

fication and exchange of requlated medicinal product information;

ISO 11616, Health informatics — Identification of medicinal products — Data elements and structures for the

unique identi

fication and exchange of regulated pharmaceutical product information;

ISO 11238, A
unique ident

Health informatics — Identification of medicinal products — Data elements and structures \ft
fication and exchange of regulated information on substances;

br the

ISO 11239, Health informatics — Identification of medicinal products — Data elements and-structures for
the unique Identification and exchange of regulated information on pharmaceutical dese’ forms, unfts of
presentation) routes of administration and packaging;

ISO 11240, H
unique ident

These stand
regulatory a

lealth informatics — Identification of medicinal products — Data elemenits and structures f
fication and exchange of units of measurement.

ards for the Identification of Medicinal Products (IDMP) support the activities of medi
pencies worldwide by jurisdiction. These include a variety of regulatory activities relat

development
risk manage

To meet the
exchange M
support, at a

— regulato
pharmag
sponsor,
regulato

regulato

The necess4

ent.
I;imary objectives of the regulation of medicines and.pharmacovigilance, it is necessary to re
pdicinal Product information in a robust and consistent manner. The IDMP standards therefore

, registration and life cycle management of Medicinal Produgts, as well as pharmacovigilanc

minimum, the following interactions:
I to regulator;

eutical company to regulator;

of clinical trial to regulator;

[ to other stakeholder;

I to worldwide-maintained data sources.

interactions

Unique identifiers produced in conformance with the IDMP standards are aimed at supporting applica
where it is ngcessary to reliably identify and trace the use of Medicinal Products.

There are mlany’ terms in use to describe basic concepts in the regulatory, pharmaceutical and healt

bove.

br the

cines
ed to
e and

liably

ry messaging specifications are included as an integral part of the IDMP standards to secufe the

tions

ncare

standards development domain for different purposes and in different contexts. The terms and definitions
given in this International Standard are to be applied for the concepts which are required to uniquely identify,
characterize and exchange regulated Medicinal Products and associated information.

The terms and definitions adopted in this International Standard are intended to facilitate the interpretation and
application of legal and regulatory requirements but they are without prejudice to any legally binding document.
In case of doubt or potential conflict, the terms and definitions contained in legally binding documents prevail.

This International Standard has been developed in conjunction with the Common Product Model in HL7. It is
anticipated that implementation will use HL7 V3 messaging to transmit information between stakeholders.

vi © IS0 2012 — All rights reserved
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In the context of exchange of regulatory information, the purpose of this International Standard is twofold:

— to specify data elements, structures and relationships between the data elements which are required to
uniquely and with certainty identify Medicinal Products for human use;

— to specify definitions of terms for all data elements required to uniquely and with certainty identify Medicinal
Products for human use.

In addition, reference to the use of other normative IDMP and messaging standards for Medicinal Product
information is included in this International Standard in order to support successful related information exchange.

© SO 2012 — All rights reserved Vi
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INTERNATIONAL STANDARD

ISO 11615:2012(E)

Health informatics — Identification of medicinal products —
Data elements and structures for the unique identification and
exchange of regulated medicinal product information

1 Scope

This
relati

Take
Medi
mark

Furth
chard

which are to be applied in the context of this International Standard.

bnships, which are required for the unique identification and the detailed description of Mediei

n together, the standards listed in the introduction define, characterize and uniquely’iden
Cinal Products for human use during their entire life cycle, i.e. from development.to author
bting and renewal or withdrawal from the market, where applicable.

ermore, to support successful information exchange in relation to( the unique ident
cterization of Medicinal Products, the use of other normative IDMP-meéssaging standardy

2

The following referenced documents are indispensable for-the application of this documen

refer
(incly

ISO ¢
ISO 3
ISO §

ISO
uniqy

ISO
uniqy

ISO
the (
prese

ISO
uniqy

ormative references

nces, only the edition cited applies. For undated refererices, the latest edition of the referenc
ding any amendments) applies.

39-2, Codes for the representation of names\oflanguages — Part 2: Alpha-3 code
166-1, Codes for the representation of names of countries and their subdivisions — Part 1: Cj
601, Data elements and interchangeformats — Information interchange — Representation of dg

1616, Health informatics — [dentification of Medicinal Products — Data elements and stru
e identification and exchangg of requlated pharmaceutical product information

1238, Health informatics — Identification of Medicinal Products — Data elements and stru
e identification and ‘exchange of regulated information on substances

11239, Health_informatics — Identification of Medicinal Products — Data elements and 4§
nique identification and exchange of regulated information on pharmaceutical dose fo
ntation, routes of administration and packaging

1240y, Health informatics — Identification of Medicinal Products — Data elements and stru
eridentification and exchange of units of measurement

nternational Standard establishes definitions and concepts and describes data elements and their structural

nal Products.

ify regulated
zation, post-

fication and
is included,

t. For dated
ed document

ountry codes
tes and times

ctures for the

ctures for the

tructures for
ms, units of

btures for the

ISO 21090, Health informatics — Harmonized data types for information interchange

1SO/I

EC 5218, Information technology — Codes for the representation of human sexes

3 Terms, definitions and abbreviations

3.1

Terms and definitions

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

© 18O

2012 — All rights reserved
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3141

administrable dose form

pharmaceutical dose form for administration to the patient, after any necessary transformation of the
manufactured dose form has been carried out

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

NOTE 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).

3.1.2
administration device
equipment intended for correct administration of the Medicinal Product

EXAMPLES Applicator, oral syringe.
NOTE An administration device may be an integral part of an immediate container or a closure.
[ENV 12610:1997]

31.3

allergens
materials of goncern
ingredients in a device capable of stimulating a type-| hypersensitivity or allergic reaction in atopic indiviguals

EXAMPLE Latex.

31.4
authorizatidn date
date when tHe authorization was granted by a Medicines Regulatory Agency for a specific activity

EXAMPLE The date of the marketing authorization, whigh allows the Marketing Authorization Holder to [put a
Medicinal Proluct on the market.

345
authorizatign procedure

marketing authorization procedure
formal procedure applied by a Medicines.Regulatory Agency to grant a marketing authorization, to amend an
existing one,[to extend its duration or to ‘revoke it

EXAMPLE Revocation of a marketing authorization due to an unfavourable benefit/risk balance of the medicine.
NOTE THe terms authorizatioh procedure and marketing authorization procedure are synonymous.
3.1.6

authorizatign status
actual state ¢f the marketing authorization

EXAMPLES Active, suspended, expired, revoked.

317
batch
specific manufacturing release of a Medicinal Product or item by the manufacturer

31.8

batch number

identifier assigned to a specific batch of a Medicinal Product or item resulting from a manufacturing process at
a specific point of time

3.1.9
characteristic
abstraction of a property of an object

2 © 1S0 2012 — All rights reserved
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3110

clinical trial

clinical study

any investigation in human subjects intended to discover or verify the clinical, pharmacological and/or other
pharmacodynamic effects of an investigational product(s), and/or to identify any adverse reactions to an
Investigational Medicinal Product(s), and/or to study absorption, distribution, metabolism and excretion of
Investigational Medicinal Product(s) with the object of ascertaining its safety and/or efficacy

NOTE The terms clinical trial and clinical study are synonymous.
341
clini i ization

authgrization granted by a Medicines Regulatory Agency to conduct a clinical trial in a jurisdictior|1

term to describe two or more manufactured items that are intended to be combined in a|specific way
duce a single pharmaceutical product, and that includes information on the manufactured [dose form of
each|manufactured item and the administrable dose form of the pharmaceutical,product

EXANPLE Powder and solvent for solution for injection. The Medicinal Produet€ontains two manufagtured items: a
powder for solution for injection and a solvent for solution for injection. The pharmaceutical product that is prepared from
the two manufactured items is a solution for injection; the combined pharmaceutical dose form for the Medicinal Product
is “powder and solvent for solution for injection”.

3113
comJnon name
generic name

international nonproprietary name recommended by the World Health Organization (WHO), or, if pne does not
exist| a nonproprietary name recommended by the jarisdiction within which the name is used

[WHO 46th Consultation on International Nonproprietary Names (INNs) for Pharmaceutical Subgtances]

3114
condept
unit gf knowledge constructed through combining characteristics expressed in words

31.1%
container
item pf packaging that is part'of a Medicinal Product and is used for storage, identification and/of transport of
the cpmponents of theAMedicinal Product

3116
conttolled vocabulary
finite[set of valuies that represent the only allowed values for a data item

NOTH The allowed values can be codes, text or numeric.

[CDISC Clinical Research Glossary V8.0, 2009]

3117
datatype
set of distinct values, characterized by properties of those values, and by operations on those values

[ISO 11404:2007, definition 3.12]

3.1.18

distributor

organization in possession of a licence covering the procuring, holding, supplying or exporting of Medicinal
Products, apart from supplying Medicinal Products to the public

NOTE This is applicable to “wholesale distribution of Medicinal Products”.

© 1S0O 2012 — All rights reserved 3
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3119
dose
specified quantity of a medicine, to be taken at one time or at stated intervals

31.20

dose form

dosage form

pharmaceutical dose form

physical manifestation of a Medicinal Product that contains the active ingredient(s) and/or inactive ingredient(s)
that are intended to be delivered to the patient

NOTE 1 Dose form._dosage form and pharmaceutical dose form are svnonvmous
’ ~ Ll T P

NOTE 2 “Pharmaceutical dose form” can refer to the administered dose form or the manufactured dose form:

31.21
Global Tradg Identification Number
GTIN
GS1 unique (dentifier of items that are traded (e.g. pharmaceuticals, medical devices),in the supply chain

NOTE A [GTIN is used to identify any item upon which there is a need to retrieve pre-defined information and thgt may
be priced, ordered or invoiced at any point in any supply chain. GTINs may be 8, 12, 13 pr\4 digits in length.

3.1.22
identifier
ID
description tiat is sufficient to represent an object in a given environment

NOTE 1 Infthe context of this International Standard, this is a list of identifying characteristics that together unambigdously
identify a Mgedicinal Product, pharmaceutical product, substance, specified substance, route of administfation,
pharmaceutical dose form or any other element which requires_tobe uniquely identified.

NOTE 2  Adapted from ENV 12610:1997.

3.1.23
immediate gontainer

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

EXAMPLES Ampoule, vial, prefilled Syringe, bottle, blister.
NOTE 1  An immediate contairiércan be fitted with or have integrated into it an administration device and/or clospre.

NOTE 2 A pharmaceuticalidose form can fulfil the role of an immediate container, e.g. a capsule containing a ppwder
for inhalation; the capsule.if this case is not a container.

NOTE 3  An alternative, compatible definition of immediate container (“immediate packaging”) is given in Dirgctive
92/27/EEC.

NOTE 4  Adapted from ENV 12670:1997.

31.24
ingredient
material used in the preparation of a medicinal/pharmaceutical product

NOTE The ingredient is part of a Medicinal Product, either alone or in combination with one or more ingredients. The
ingredient is also a component of a pharmaceutical product. Ingredient is equal to the detailed description of a substance,
a substance playing the role of an ingredient in a product.

3.1.25

international non-proprietary name

INN

official non-proprietary or generic name given to a pharmaceutical substance, as designated by the World
Health Organization

4 © 1S0 2012 — All rights reserved
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3.1.26

inter

mediate packaging

container between the outer packaging and the immediate container

3.1.27
invented name
name for an innovative Medicinal Product as authorized by a Medicines Regulatory Agency in a jurisdiction

clinical trial,

r information

pears on the

e identification

pears on the

e identification

identifier as

b |dentification

NOTE Synonym to “trade name” of a Medicinal Product.

3.1.28

Invesrl:_iqational Medicinal Product

pharimaceutical form of an active substance or placebo being tested or used as a reference inya
inclugling products already with a marketing authorization but used or assembled (formulated.or packaged) in a
way different from the authorized form, used for an unauthorized indication, or used to gain) furthe
about the authorized form

31.29

(Investigational) Medicinal Product Batch Identifier

()BAID_1

unigye identifier allocated to a specific batch of an (Investigational) Medicinal Product, which ap
outer|packaging of the (Investigational) Medicinal Product

NOTH 1 It is constructed by using the batch number assigned by the manufacturer and the expiration date.
NOTHE 2  Thisisforindexing purposes and to contribute to improving'patient safety by allowing for the uniqu
of an [Investigational) Medicinal Product at the package level.

3.1.30

(Investigational) Medicinal Product Batch Identifier

()BAID_2

unigye identifier allocated to a specific batch of an (Investigational) Medicinal Product, which ap
immediate packaging, where this is not the suter packaging

NOTH 1 It is constructed by using the batch number assigned by the manufacturer and the expiration date.
NOTH 2  Thisisforindexing purposésiand to contribute to improving patient safety by allowing for the uniqu
of an [Investigational) Medicinal Product based at the level of the immediate container.

31.31

Invesgtigational Medicinal/Product Identifier

IMPID

unigye identifier allacated to an Investigational Medicinal Product supplementary to any existing
ascriped by a Medicines Regulatory Agency in a jurisdiction or a sponsor of a clinical trial

NOTH This’is forindexing purposes and to contribute to improving patient safety by allowing for the uniqu
of Megdicinal'Products worldwide.

3.1.32

Investigational Medicinal Product Package Identifier
IPCID

unique identifier allocated to an Investigational Medicinal Product at package level supplementary to any
existing identifier as ascribed by a Medicines Regulatory Agency in a jurisdiction or a sponsor of a clinical trial

NOTE

of Me

dicinal Products worldwide.

3.1.33
jurisdiction

geog

© 18O

raphical area or subject matter to which the Medicines Regulatory Agency applies

2012 — All rights reserved
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31.34
legal status

of supply

jurisdictional rule as to whether a Medicinal Product is subject to a medical prescription before it may be

supplied to a

3.1.35

patient or consumer

manufactured dose form
pharmaceutical dose form of a manufactured item as manufactured and, where applicable, before transformation
into the pharmaceutical product

EXAMPLE

Powder for solution for injection.

NOTE TH
the manufacty

3.1.36

e manufactured dose form is identical to the administrable dose form in cases where no transforma
red item is necessary (i.e. where the manufactured item is equal to the pharmaceutical product).

manufactured item

qualitative an
NOTE 1 A

NOTE2 In

d quantitative composition of a product as contained in the packaging of the Medicinal Proq
[Medicinal Product may contain one or more manufactured items.

many instances the manufactured item is equal to the pharmaceutical produet. However, there are inst

where the manufactured item(s) undergo a transformation before being administered to the patient (as the pharmacyq

product) and t

NOTE3 TH
serves as the

3.1.37
manufactur
manufacture

NOTE Sy
dividing up, p
changes in pg
dispensing ph

3.1.38
manufactur
date when th

3.1.39
manufactur
organization

3.1.40

he two are not equal.

e manufactured item is not in direct contact with the outer packaging except where the outer packagin
mmediate container.

ng authorization
of the Medicinal Products within a jurisdiction.subject to the holding of an authorization

ch authorization may be required for both total’and partial manufacture and for the various proces
hckaging or presentation. However, such ‘duthorization may not be required for preparation, dividin
ckaging or presentation where these processes are carried out, solely for retail supply, by pharmac
Brmacies or by persons legally authorized in a jurisdiction to carry out such processes.

ng authorization date
e manufacturing authorization was granted

ng authorization-holder
that holds th€ authorization for the manufacturing process

marketing authorization

authorization

issued from a Medicines Regulatory Agency that a Medicinal Product may be placed on the n

ion of

uct

Ances
utical

b also

es of

g up,
sts in

arket

3.1.41

Marketing Authorization Holder

organization

3.1.42
marketing a
identifier ass

that holds the authorization for marketing a Medicinal Product in a jurisdiction

uthorization number
igned by a Medicines Regulatory Agency to a Medicinal Product

© 1SO 2012 — All rights reserved
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3.1.43

marketing authorization procedure
authorization procedure

formal procedure applied by a Medicines Regulatory Agency to grant a marketing authorization, amend an
existing one, extend its duration or to withdraw it

NOTE Marketing authorisation procedure and authorisation procedure are synonymous.

3.1.44
marketing start date

date

by a

3.1.45
markKeting stop date

date

3.1.46
material
substance or specified substance of which a certain component is made

NOTH This applies to a Medicinal Product package item (container){package (component) and devic
3.1.4y
measurement point

physical location on an administration device where the quantity of the medication being delivered

3.1.48
medJ‘caI device

any i

inclugling the software intended by its manufacturer to be used specifically for diagnostic and/o

purp

for thie purpose of:

[EC

3.1.49

Med

NOTﬁa The date of actual marketing of a Medicinal Product is always after a marketing authorization has

when the authorized Medicinal Product is marketed in a jurisdiction

edicines Regulatory Agency.

when the marketing of the authorized Medicinal Product is stopped in a jurisdiction

strument, apparatus, appliance, software,material or other article, whether used alone orin

¢ses and necessary for its proper application, intended by the manufacturer to be used for h

diagnosis, prevention, monitofing, treatment or alleviation of disease;
diagnosis, monitoring, treatment, alleviation of or compensation for an injury or handicap;
investigation, replacement or modification of the anatomy or of a physiological process;

¢ontrol of conception, and which does not achieve its principal intended action in or on the hu
pharmacological, immunological or metabolic means, but which may be assisted in its function by

Directive-on Medical Devices 2007/47]

been granted

©

is measured

combination,
r therapeutic
uman beings

man body by
such means.

ieinalProdusct

any substance or combination of substances that may be administered to human beings (or animals) for
treating or preventing disease, with the view to making a medical diagnosis or to restore, correct or modify
physiological functions

NOT

NOT

E1

E2 In certain jurisdictions a Medicinal Product may also be defined as any substance or combination

which may be used to make a medical diagnosis.

© 1SO 2012 — All rights reserved
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NOTE 3  The provisions in this standard apply to proprietary medicinal products for human use intended to be placed on
the market and to industrially manufactured medicinal products, the marketing of which has been authorized by a Medicines
Regulatory Agency. However, the provisions do not apply to medicinal products prepared according to prescription, i.e.
prepared in a pharmacy from a prescription intended for a specific patient; medicinal products prepared in accordance
with an official formula, i.e. prepared in a pharmacy in accordance with the instructions in a pharmacopoeia and intended
to be given direct to the patient by the pharmacy; medicinal products intended for research and development trials (see
3.1.28 Investigational Medicinal Product); intermediate products intended for subsequent processing by an authorized

manufacturer.

[ENV 13607 and ENV 12610]

3.1.50

Medicinal P
MPID
unique ident

ascribed by & Medicines Regulatory Agency in a jurisdiction

3 PR N | Py
OUuGt ideritrmncer

fier allocated to a Medicinal Product supplementary to any existing authorization.aumb

er as

NOTE This is forindexing purposes and to contribute to improved patient safety by allowing for the'dnique Identifigation
of Medicinal Products worldwide.

31.51

Medicinal Pfoduct name

name as authorized by a Medicines Regulatory Agency

NOTE This may be either an invented name not liable to be confused withthe common name, or a common or a
scientific namg accompanied by a trade mark or any other applicable descriptor.

3.1.52

Medicinal Product Package Identifier

PCID

unique identifier allocated to a packaged Medicinal Product sdpplementary to any existing authorization number

as ascribed by a Medicines Regulatory Agency in a jurisdiction

NOTE TH
of Medicinal P

3.1.53
Medicines R
institutional b
granting of m

NOTE In
marketing aut
the evaluation
body that gra
responsible fg

3.1.54

isis forindexing purposes and to contribute:toimproving patient safety by allowing for the unique Identifi
roducts worldwide.

tegulatory Agency
ody that, according to the'legal system under which it has been established, is responsible f
arketing authorization/for-Medicinal Products

certain jurisdictions,the role of the institutional body which according to the legal system gran

cation

br the

s the

horization of Medicinal Products may be complemented by an additional institutional body responsille for

and supervision-ef Medicinal Products. For example, in the EU the European Commission is the instity
hts the marketing authorization of Medicinal Products and the European Medicines Agency is the|
I the evaluation and supervision of Medicinal Products.

(device) listing_.number

tional
body

(device) model number
type of information which identifies a specific device

3.1.55
outer packa

ging

external container in which a Medicinal Product is supplied

EXAMPLES

NOTE 1

Box, carton.

where the outer packaging also serves as the immediate container.

NOTE 2

An alternative, compatible definition of outer packaging is given in Directive 92/27/EEC.

The manufactured item or pharmaceutical product is not in direct contact with the outer packaging except
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3.1.56

package item (container)

individual, distinct item(s) contained in a Packaged Medicinal Product which act as containers for manufactured
item(s) for sale or distribution

3.1.57

Packaged Medicinal Product

Medicinal Product in a container being part of a package, representing the entirety that has been packaged for
sale or supply

3.1.58

pharmaceutical product
qualifative and quantitative composition of a Medicinal Product in the dose form approved for, adnpinistration in
line With the regulated product information

NOTH 1 A Medicinal Product can contain one or more pharmaceutical products.

NOTH 2 In many instances, the pharmaceutical product is equal to the manufactured”item. Howeyer, there are
instarjces where the manufactured item must undergo a transformation before being administered to the patient (as the
pharmaceutical product) and the two are not equal.

3.1.59
pharmacovigilance
procgss and science of monitoring the safety of medicines and taking ‘action to reduce the risks pnd increase
the benefits of medicines

NOTH Pharmacovigilance is a key public health function which~\comprises:

— gollecting and managing data on the safety of medicines;

— Ipoking at the data to detect “signals” (any new or ¢hianging safety issue);

— ¢valuating the data and making decisions with«tegard to safety issues;

— gcting to protect public health (includingtegulatory action);

— g¢ommunicating with stakeholders;

— 4uditing of both the outcomes 0Of action taken and the key processes involved.
Thosg directly involved in pharmacovigilance include:

— patients as the users.of medicines;

— doctors, pharmagists, nurses and all other healthcare professionals working with medicines and regulatpry authorities
responsible fopmonitoring the safety of medicines;

— pharmaceutical companies, and companies importing or distributing medicines.
3.1.60
PharmaceuticatProducttdentifier

PhPID

unique identifier for a pharmaceutical product

3.1.61
physical characteristics
description of the height, weight, width, depth, volume, colour and shape of an item

3.1.62

primary identifiers

set of unique IDMP identifiers allocated supplementary to any existing authorization number as ascribed by a
Medicines Regulatory Agency in a jurisdiction

NOTE This is forindexing purposes and to contribute to improving patient safety by allowing for the unique Identification
of Medicinal Products worldwide.
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3.1.63

procedure number
tracking or identification number assigned by a Medicines Regulatory Agency in relation to a specific medicines
regulatory process

3.1.64

procedure type

type of legal
EXAMPLES

3.1.65
product
short form fo

3.1.66
product claf
categorizatig

EXAMPLES

3.1.67
protocol nu
(clinical trial)

3.1.68
qualitative d
composition

process applied to authorize or maintain a Medicinal Product marketing authorization

Centralised, decentralised, national, mutual recognition.

r Medicinal Product or Investigational Medicinal Product

bsification
n or grouping of Medicinal Products based on specific properties

Pharmacological classification, classification by therapeutic effect.

mber
identification or tracking number assigned to the clinical trial grotocol

omposition
of all the constituents of the investigational or autherized Medicinal Product, if applicable,

reconstitution and functioning of the constituents of:

the subs

the cons
preservd

3.1.69
quantitative
amounts of
Product expr

NOTE 1 It
of the finished
specify the ma
substance or

NOTE2 S

tance and specified substance description;

tituent(s) of the excipients, whatever theirwature or the quantity used, including colouring m
tives, adjuvants, stabilizers, thickeners;emulsifiers, flavouring and aromatic substances, et

composition
substance and specified substance constituents of the investigational or authorized Med
essed in a ratio scale

s necessary for the \qdantitative composition of the substance(s) or the specified substance descri
investigational or‘atthorized Medicinal Products (depending on the pharmaceutical form concern
ss, or the number of units of biological activity, either per dosage unit or per unit of mass or volume, o
pecified substance.

bstance-orvspecified substance descriptions present in the form of compounds or derivatives are 3

designated quantitatively by their total mass and, if necessary or relevant, by the mass of active entity, or entities, of the mol

NOTE3 S

after

atter,

icinal

btions
ed) to
each

lways
ecule.

e also strength (3.1.76).

3.1.70

reference strength
strength of substance(s) and/or specified substance(s) used as a reference from which the strength of an
investigational or authorized Medicinal Product is described

EXAMPLE 1

Where an ingredient is present in the form of a salt or hydrate, the quantitative composition m

ay be

expressed in terms of the mass [or biological activity in International (or other) units where appropriate] of the active moiety
(base, acid or anhydrous material), e.g. ‘60 mg toremifene (as citrate)’ or ‘toremifene citrate equivalent to 60 mg toremifene’
will have ‘toremifene citrate’ as the active ingredient and ‘toremifene’ as the reference substance.

EXAMPLE 2

therefore the r

10

Where the active ingredient is an ester or pro-drug the quantitative composition may be stated in terms of
the quantity of that ester or pro-drug; e.g. 75 mg of fosphenytoin, which is equivalent to 50 mg of phenytoin. ‘Phenytoin’ is

eference substance.
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NOTE The strength of the substance(s) and/or specified substance(s) shall be described as a quantity of the substance
present in a given unit of the pharmaceutical product or manufactured item.

31.7

registration number

(clinical trial) identifier assigned to a clinical trial by a Medicines Regulatory Agency in a jurisdiction for
tracking purposes

3.1.72

regulated document

any document |ssued by a Medlcmes Regulatory Agency in the context of the regulatory process to grant,
e _authorization

EXANIPLES Summary of Product Characteristics (SmPC), Patient Information Leaflet (PIL).

subsfance defined by groups of elements that describes multi-substance materials or spetifies further

NOTH 1 This could include grade, units of measure, physical(form, constituents, manufacturer, critical manufacturing
processes (e.g. extraction, synthetic or recombinant processes), specification and the analytical methods usgd to determine

NOTH 2  There are four different groups of elementsthat can be used to define a given specified substang¢e and specific
relatignships between each group of elements.

individual, company, institution or grganization, which takes responsibility for the initiation, managgement and/or

strength
contgnt of the substance(s) or specified substance(s), expressed quantitatively per dosage|unit, unit of
presentation, per unit of volume or mass, according to the dose form

NOTH Seeralso quantitative composition (3.1.69).
3177
substance

any matter of defined compositic at has discrete existence whose origi av be biglogics ineral or chemical

NOTE 1 substances can be either single substances, mixture substances or one of a group of specified substances.
Single substances are defined using a minimally sufficient set of data elements divided into five types: chemical, protein,
nucleic acid, polymer and structurally diverse. substances may be salts, solvates, free acids, free bases, mixtures of related
compounds that are either isolated or synthesized together. Pharmacopoeial terminology and defining characteristics will
be used when available and appropriate. Defining elements are dependent on the type of substance.

NOTE 2  Discrete existence refers to the ability of a substance to exist independently of any other substance. substances
can either be well-defined entities containing definite chemical structures, synthetic (i.e. isomeric mixtures) or naturally-
occurring (i.e. conjugated oestrogens) mixtures of chemicals containing definite molecular structures, or materials derived
from plants, animals, microorganisms or inorganic matrices for which the chemical structure may be unknown or difficult to
define. substances may be salts, solvates, free acids, free bases, mixtures of related compounds that are either isolated
or synthesized together.
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3.1.78

Summary of Product Characteristics

SMPC

product labelling
Medicinal Product information as authorized by a Medicines Regulatory Agency in a jurisdiction

NOTE 1

The product labelling content may not be changed except with the approval of the originating Medicines

Regulatory Agency. The Summary of Product Characteristics is the basis of information for health professionals on how to

use the Medic

NOTE 2

inal Product safely and effectively.

Summary of Product Characteristics and product labelling are synonymous.

3.1.79
target popu
type of patie

3.1.80
therapeutic
intended use

NOTE Fd

3.1.81
trademark
distinctive si
the associat{
products or {

3.1.82

unit of presentation

qualitative te
is presented,

EXAMPLE 1
EXAMPLE 2

NOTE A
or a container

3.1.83
version

mechanism {hat takes into.account that at the given effective date, some characteristics of the investiga

or authorize
cycle of a pr

31.84
vocabulary

ation
ts or consumers for which the indication of a Medicinal Product is authorized

indication
of the Medicinal Product as authorized by the Medicines Regulatory Agency~in a jurisdictio

r clinical trials, this refers to the intended use under investigation and as describedin the clinical trial prg

gn or indicator used by an individual, business organizatiofi/or other legal entity to identif
bd products or services to consumers originate from a unique source, and to distinguish
ervices from those of other entities

m describing the discrete countable entity in which a pharmaceutical product or manufactureq

To describe strength: a puff, spray or tablet “contains 100 ug per spray” (unit of presentation = spra
To describe quantity: a bottle, box orvial “contains 100 ml per bottle” (unit of presentation = bottle)

Lnit of presentation can have the'same name as another controlled vocabulary, such as a basic dose
but the two concepts are not gquivalent, and each has a unique controlled vocabulary term identifier

 Medicinal _Rroduct have changed and those changes may be traced during the entin
pduct

4

tocol.

that
hose

item

in cases where strength or quantity is expréssed referring to one instance of this countable ¢ntity

Y).

form

ional
e life

containe-daoacianationa an

elds

terminologica

[ISO 1087-1:2000, definition 3.7.2]

3.2 Abbreviations

3.2.1
BAID_1

Medicinal Product Batch Identifier (outer packaging)

3.2.2
BAID_2

Medicinal Product Batch Identifier (immediate packaging)

12
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3.23
BRIDG
The Biomedical Research Integrated Domain Group Model")

3.24
DIBD
Development International Birth Date

3.25
DSUR
Development Safety Update Report

ISO 11615:2012(E)

3.2.6)
GTIN™
Global Trade Identification Number?)

3.2.7
IBAID_1
Invegtigational Medicinal Product Batch Identifier (outer packaging)

3.2.8
IBAID_2
Investigational Medicinal Product Batch Identifier (immediate packaging)

3.2.9
IBD
Intermpational Birth Date

3.210
ID
Identffier

3.211
IDMH
Identffication of Medicinal Products

3.212
IMPID
Invegtigational Medicinal Product Identifier

3.218
INN
Intermational non-proprietary name

3.21
IMDRF
Intermational Medical Devices Regulators’ Forum

3.215
IPCID
Investigational Medicinal Product Package Identifier

3.2.16
MPID
Medicinal Product Identifier

3.217
oID
Object identifier

1)  For more information, see http://www.bridgmodel.org/.

2)  Further information can be found at GS1: http://www.gs1.org/.

© 1SO 2012 — All rights reserved

13


http://www.bridgmodel.org/
http://www.gs1.org/
https://standardsiso.com/api/?name=6bb09373fba9a18b0c983874c6e0d072

ISO 11615:2012(E)

3.218
PBRER
Periodic Benefit-Risk Evaluation Report

3.219
PCID
Medicinal Product Package Identifier

3.2.20
PhPID
Pharmaceutical Product Identifier

3.2.21
PSUR
Periodic Saf¢ty Update Report

3.2.22
SPC/SmPC
Summary of [Product Characteristics

3.2.23
UML
Unified Modgling Language [Object Management Group, Inc.]3)

3.2.24
UDI
Unique Devi¢e Identification Code (IMDRF)

3.2.25
WHO
World HealtH Organization®)

4 Requirements
4.1 Concepts required for the unique Identification of Medicinal Products

4.1.1 General considerations

This Internatlonal Standard defines the concepts required for the unique Identification of Medicinal Produfts at
an internatiopal level, wherever-such recognition is required (e.g. in the area of pharmacovigilance, worlgwide
adverse event reporting and-risk management).

Each jurisdigtion alrgady has systems for issuing marketing authorization numbers, package identifiers, patch
numbers, bar codés-and the like. The additional identifiers defined in this International Standard provigle an
indexing meg¢hanism that is supplementary to these existing systems. It is not a replacement for them.

Such identification shall apply the principles described below.

4.1.2 Authorized Medicinal Products

The unique identification of authorized Medicinal Products and the description of their main characteristics
shall apply the following principles:

a) the assignment of a unique Medicinal Product Identifier (MPID) to reliably recognize, monitor and trace
the use of Medicinal Products;

3) For more information, see http://www.uml.org/.

4) For more information, see http://www.who.int.
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the assignment of a unique Medicinal Product Package Identifier (PCID) to reliably recognize and trace
Medicinal Products as packaged for sale or supply;

the assignment of a unique Medicinal Product Batch Identifier (BAID_1) to reliably recognize and
trace a manufacturer’s batch number, which appears on the outer packaging of the Medicinal Product, in
compliance with the requirements of the marketing authorization;

the assignment of a unique Medicinal Product Batch Identifier (BAID_2) to reliably recognize and
trace a batch number on the immediate packaging of the Medicinal Product, where this is not the outer
packaging, in compliance with the requirements of the marketing authorization.

The main characteristics that are associated with the MPID, PCID, BAID 1 and BAID 2 are:

4.1.3| Investigational Medicinal Products

ame of the Medicinal Product;
legal status of supply;
rms of the marketing authorization;
arketing authorization (licence) holder;
anufacturer(s);
uthorizing Medicines Regulatory Agency;
qualitative and quantitative composition;
ingredients, strength, pharmaceutical form, route of administration;
device(s) as part of a Medicinal Product;
¢linical particulars;
product classification(s);
package description [e.g. container;"administration device(s) and package quantity];

flegulated product information_and ‘documentation.

The dinique identification.of/Investigational Medicinal Products and the description of their main characteristics

shallfapply the followingprinciples:

a)

b)

<)

e assignment of a unique Investigational Medicinal Product Identifier (IMPID) to reliably recognize,
onitor and)trace the use of Medicinal Products which are studied in clinical trials;

e /assignment of a unique Investigational Medicinal Product Package ldentifier (IPCID) where
pplicable, to reliably recognize and trace the Medicinal Product as packaged for supply during|clinical trials;

the assignment of a unique Investigational Medicinal Product Batch Identifier (IBAID_1) where
applicable, to reliably recognize and trace a batch number which appears on the outer packaging of the
Medicinal Product in compliance with the requirements of the clinical trial authorization;

the assignment of a unique Investigational Medicinal Product Batch Identifier (IBAID_ 2) where
applicable, to reliably recognize and trace a batch number which appears on the immediate packaging of
the Medicinal Product in compliance with the requirements of the clinical trial authorization.

The main characteristics that are associated with the IMPID, IPCID and IBAID_1 and IBAID 2 are:

name(s) or code associated with the Investigational Medicinal Product;

sponsor of the clinical trial;
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manufacturer(s);
authorizing Medicines Regulatory Agency;

qualitative and quantitative composition;

pharmaceutical form, route of administration;

device(s

) as part of a Medicinal Product;

clinical particulars;

strength (taking into account various stages during drug development and maximum dose allowed),

product

packags¢
the purp|

41.4 Conc
with PhPID(

This Internat
or under inv
association

classification(s);

description where applicable (e.g. container, administration device(s) and packagé |quanti
ose of the clinical trial).

epts required for the unique identification of a Medicinal Product and the association

5)

onal Standard defines the concepts required to associate regulated Medicinal Products (authg
pstigation in a clinical trial) with the appropriate PhPID(s) as described in ISO 11616. Su
hall apply all of the following principles:

ty for

rized
th an

imen

ce(s),
evice

d for
lated

Lict(s)

a) a Medic|nal Product may relate to one or more pharmaceutical products as part of a treatment reg
(e.g. a kit containing vaginal tablets 500 mg and a vaginal cream\10 %);

b) thecharacterization of the pharmaceutical product(s) using the:active substance(s) or specified substan
the (refgrence) strength thereof, the pharmaceutical (administrable) dose form(s) and any medical d
being ar integral part of the Medicinal Product (e.g. a scaffolding for cell-based a Medicinal Product);

c) the description of the pharmaceutical product(s) in the pharmaceutical dose form approve
adminisfration, where applicable, after reconstitution and as authorized in accordance with the regu
product jnformation;

d) the assgciation of the regulated (Investigational) Medicinal Product and the pharmaceutical prod
using the PhPID(s).

4.1.5 Concepts required for the.unique Identification of Medicinal Products and the association with

the markaetir

A marketing
of a jurisdicti

g authorization number

Authorizationipumber that is assigned to a Medicinal Product by a Medicines Regulatory Ag
bn may refer o the following main principles.

dicinal-Product - without specific discrimination between different pack sizes (e.g. Dru
ycholic acid® - 250 mg-film-coated tablets 50 tablets — authorization number 15.2YZ; D

ency

y B -
ug B

To a Medicinal Product and one or more packages - allowing for discrimination at product and package

level (e.g. Drug C - Amoxicillin Capsules®), Pharmacopoeia, for oral administration, containing 250 mg -
authorization number (product level) 0XYZ1-20Z0; authorization number (package level) 0XYZ1-20Z0-01
for bottles of 100 and 0XYZ1-20Z0-05 for bottles of 500. Drug C - Amoxicillin Capsules, Pharmacopoeia, for
oral administration, containing 500 mg - authorization number (product level) 0XYZ1-20KO0; authorization

(package level) 0XYZ1-20K0-01 for bottles of 100 and 0XYZ1-20K0-05 for bottles of 500).

a) Toa M
ursodeo
- 250 mq_-film-
b)
number
5)
of this Internat
6)

of this Internat

16

ional Standard and does not constitute an endorsement by ISO or of this product.

ional Standard and does not constitute an endorsement by ISO or of this product.

This is an example of a suitable product available commercially. This information is given for the convenience of users

This is an example of a suitable product available commercially. This information is given for the convenience of users
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c) To a Medicinal Product presentation - which means that for each product presentation a different
authorization number is assigned (e.g. DRUG A - 40 IU/ml - Suspension for injection - Subcutaneous
use - Vial (glass) - 10 ml (1,4 mg/ml) - 1 vial — authorization number V/00/1YX/001; DRUG A - 100 IU/ml -
Suspension for injection - Subcutaneous use - Vial (glass) - 10 ml (3,5 mg/ml) - 1 vial authorization number
V/00/1YX/003).

NOTE Certain Medicinal Products may be distributed without a marketing authorization in a jurisdiction (e.g.
“grandfather drugs”). For these products, a distribution licensing number is assigned and appears on the package, the
container or the package insert.

This International Standard defines the concepts required to associate the MPID and PCID(s) with the relevant
marketing authorization number(s) as assigned by a Medicines Reqgulatory Agency in a jurisdiction. Such
assogiation shall use the following two principles.

— The MPID shall always be associated with the applicable marketing authorization number of {he Medicinal
Product (e.g. the MPID “Country-055-0957” shall be associated with the authorization number Country
5.2YZ for Drug B - 250 mg-film-coated tablets, which comes in two pack sizes-0f60 and 100 tablets);

— The PCID shall always be associated with the applicable marketing authorization number for a specific
package or presentation (e.g. PCID Country-0787-2550-05 shall be associated with 0XYZ1-20Z0-05 for
Amoxicillin Capsules, Pharmacopoeia, for oral administration, containing’250 mg).

L

4.1.6( Concepts required for the unique Identification of Medicinal Products and the assogdiation with
Data|Carrier Identifiers

Data|carrier identifiers uniquely identify items that are traded.{e.g. pharmaceuticals, medical dgvices) in the
supply chain. For example, a GTIN is used to identify anyitem upon which there is a need to|retrieve pre-
defingd information and that may be priced, ordered or invoiced at any point in any supply chain. GTINs may be
8, 12] 13 or 14 digits in length. The GS1 Healthcare User Group advocates the use of global standardization to
aid compliance to the regulatory requirements of alkcountries. However, it shall be noted that natjonal, federal
or logal regulations may apply and take precedence over any GS1 Standard.

The basic pre-defined characteristics of a data carrier identifier can be:
Iroduct name, product brand and product description;

— formulation (active ingredients);

— strength;

— dosage (or usage);

et quantity (weight, volume, or other dimension impacting trade);

packaging.configuration;

form;, fit or function;

; ing units, the
nature of the grouping (carton, blister, blister-cell);

A modification to any of the basic elements that characterize a trade item will usually lead to a change in
the data carrier identifier. Additional data can be included with the data carrier such as batch number and
expiration date.

5 Description of the information modelling principles and practices

5.1 General considerations

The information modelling in this International Standard uses the Unified Modelling Language, which is
maintained by OMG (the Object Modelling Group).
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Like all languages, UML may say the same thing in several different ways, and there are different styles and
patterns that may be followed. The use of UML in this International Standard has been kept very simple,
using classes, attributes and basic association relationships only; some constructs (such as stereotypes and
complex relationships) have been avoided for this reason. The following aims to explain the style that has been

followed in th

is International Standard.

In addition, colour has been used in the diagrams to help visualize groups of associated entities together
with one another.

For Medicinal Product

For Investigational Medicinal Product

class Mediginal Product Overarching Model /

[w
[(]w
[

O d

Legend
edicinal Product
anufacturer / Establishment (Organisation)

arketing Authorisation

[] Plackaged Medidnal Product
|:| Pharmaceutical Produc

inical Particulars

class Investigational Medicinal Product Ov erarghin.. /

Legend

D Invedigational M edicinal Broduct

|:| Manufacturer/ Edablisiment (Organisation)
[] ciinical Trial Autnoqsgiion

D Invedigational Rackaged Medicinal Produd
D Phamacew{tal Product

[ ciinica@articulars

Figure 1 — Legend for colour coding of model classes

5.2 Conceptual overview diagrams

The two con
are provided

These diagrd

to the core cpncept (either the Medicinal Product or the Investigational Medicinal Product).

eptual overview diagrams (ofie:each for Medicinal Product and Investigational Medicinal Prdduct)

to give a framework with which to view the more detailed descriptions of information.

ms therefore show a-single representative class from each particular information section, rglated

Basic cardinplities between the (Investigational) Medicinal Product and these core classes are shown, but

none of the @

etailed entities, relationships or attributes is described.

18
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class Conceptual Cwerview Diagram /

k\
N
Figure 2 — Example conceptual overview di\gégm
$\
O
5.3 [Section high-level diagrams Q<<
The high-level diagrams provided at the start of each section of information show all the classes required to
describe the information for that section and the conceptu lationships between those clasges, with the

starting point always as the (Investigational) Medicinal P\r&ﬁxct.
S

TherI are no cardinalities and no attributes shoan'?a these conceptual diagrams, as again fheir primary
purpose is to provide a framework with which to \@@'the more detailed descriptions of informatipn that follow
in thg detailed description diagrams. \O

&
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class Section High Lewel Diagram /

CORE CLASS

re 3 — Example section high-level diagram

Q.

5.4 Detailed de tion diagrams

5.4.1 Genelr

R

The detailed description diagrams for each section show all the classes and all the attributes required to
describe the information for that section, and the detail of the conceptual relationships between those classes.

20
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class Detailed Description Diagram /

CORE CLASS

—-
N
Q(O Figure 4 — Example detailed description diagram

5.4.2| Relati Y}ps between classes

Relatio %5 between classes are described in the context of the (Investigational) Medicinal Profluct, and are
desclliféd simply as associations, with no further qualification as to the role or type of the associgtion, in order
to keep the model simple (whereas in the BRIDG model, for example, the semantics of a relationship type, such
as “has function” or “is performed by” are explicitly described).

Cardinalities on relationships are given in a single direction only: the direction with the (Investigational)
Medicinal Product always as the direct or indirect source entity. The rationale for this is that the scope of this
International Standard is to describe the (Investigational) Medicinal Product and its associated information;
therefore having the (Investigational) Medicinal Product always as the source entity brings clarification and
avoids describing complex many-to-many cardinalities that might occur in a reverse direction from an entity
towards the (Investigational) Medicinal Product.

A cardinality of “1” is synonymous with a cardinality of “1..1”.

A cardinality of “1” between entities is reflected in the text as the information for that entity shall be specified,
and that only one set of the entity information shall be given.
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A cardinality of “1..*” between entities is reflected in the text as the information for that entity shall be specified,

and that one

or more sets of the entity information shall be given.

A cardinality of “0..1” between entities is reflected in the text as the information for that entity can be specified,

and that one

set of the entity information can be given.

A cardinality of “0..*” between entities is reflected in the text as the information for that entity can be specified,

and that one

or more sets of the entity information can be given.

5.4.3 Attributes of classes

Attributes of

cla

values for th{

An attribute
equivalent to|

An attribute 3
An attribute 3
An attribute

A datatype fq
each attribut

In Annex F th
attribute cou

prorer

b attribute are given in the text following the model diagram.

csoaradacorihad ucina an attriniita nama intha madal Thao dafinition docorintinn and ova
S5-a8-6656HB 8- HSRgahattHo e Rae-He- e aer—e-GeHRHHOR-Ge8SEHPHORaREa-6xS

Ehowing no explicit cardinality means that the attribute shall be valued with one valude (this

[1..1]).

thowing a cardinality of [1...*] means that the attribute shall be valued with oneor more valu
showing a cardinality of [0...1] means that the attribute can be valued with.ohe value.
showing a cardinality of [0...] means that the attribute can be valued\with one or more valug

r the data in each attribute is not specified directly in the modéllyHowever, the text descripti
e indicates the form in which data should be specified.

ere is some guidance as to how these various forms or patterns for data described in text for
d be implemented using the healthcare datatypes ofISO 21090.

5.4.4 Generalized classes and patterns

There is one
once, but ap
UML genera

The detailed
once in 7.4.
Locations” i
“Medicines H
information {

There is also

use of a generalized class in the diagrams.whereby the pattern for a set of information is desqg
plied for use for several classes. For simplicity, this has not been described by using the f
ization/specialization relationships,-but’by using a specialized class name.

representation of an “Organization”, its “Contact Persons” and its “Other Locations” is desd
Then, wherever information\of type “Organization” with its “Contact Person(s)’ and/or “
5 required, as for example”in the class “Manufacturer/Establishment (Organization)” o
egulatory Agency (Organization)” class, the “(Organization)” in the class name indicates th
hall be described as-for the generalized “Organization” class.

one generalizéd)pattern used several times in the diagrams whereby somewhat generic clé

provide the ability to desctibe something using (unspecified) classification or nomenclature or identifig

systems. To
system itself
applicable te|

o this at¢he conceptual level, the model shows a class with two attributes: the first to identi
(be that-a“classification, nomenclature or identification system), and the second to describ
Fm or value from that system.

mple

s the

S.

bn for

each

ribed
brmal

ribed
Dther
r the
bt the

sses
ation
y the
e the

5.4.5 Translation and language

With the specific exception of Medicinal Product name information (see 7.2.2.5), there is no description of
the translation of information described in this International Standard. It is acknowledged that, for global

implementati
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on, translation of the information will be required and will occur at implementation.
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6 Identifying characteristics for authorized Medicinal Products

6.1 Primary identifiers

6.1.1 General considerations

To satisfy the requirements as described in 4.1, the following four identifiers shall be specified:
a) MPID — Medicinal Product Identifier;

b) PCID — Medicinal Product Package Identifier;

C) AlID 1 — Medicinal Product Batch Identifier, allocated to a specific batch of a Medicinal PIIOdUCt, which
ppears on the outer packaging of the Medicinal Product;

d) BAID_2 — Medicinal Product Batch Identifier, allocated to a specific batch of a Medicinal Pfoduct, which
ppears on the immediate packaging, where this is not the outer packaging.

In adfition, there is an association with Pharmaceutical Product Identifiers (PhPJDs) as defined in ISO 11616.

Furthier details as regards the use of these identifiers can be provided in implementation guidang

o

6.2 |Medicinal Product Identifier (MPID)

6.2.1| General considerations

For g@ach authorized Medicinal Product, a unique MPID"“shall be assigned. The MPID shall |be allocated
supplementary to any existing authorization numbervas ascribed by a Medicines Regulatory [Agency in a
jurisdiction. This is for indexing purposes and to;contribute to improving patient safety by allgwing for the
unigye ldentification of Medicinal Products worldwide.

The MPID shall use a common segment pattern related to a Medicinal Product, which when each segment is
valugd shall define a specific MPID concept. The pattern is:

a) Country code segment (ISO 3166-1 alpha-2 code elements);
b) Marketing Authorization Holder (Organization Identifier) code segment;
c) Medicinal Product cade-segment (Unique Medicinal Product Identifier).

Any ¢hange of the values related to these three code segments shall result in the assignment of o new MPID.

6.2.2| MPID code segments

The MPID ‘code segments shall be generated as described below:

6.2.2. T Country code segment

This code segment shall reflect the country code of that jurisdiction, where the Medicinal Product is authorized.
The ISO 3166-1 alpha-2 code elements shall be used.

6.2.2.2 Marketing Authorization Holder (Organization Identifier) code segment

This code segment shall reflect the unique identifier of the Marketing Authorization Holder (organization) of the
Medicinal Product. An international coding system for unique Marketing Authorization Holders (organizations)
identifiers can be applied, if available.
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6.2.2.3 Medicinal Product code segment

This code segment shall reflect a unique Medicinal Product Identifier assigned to the Medicinal Product. It
utilizes the following attributes to define a single Medicinal Product to which a code is assigned:

g authorization in relation to the jurisdiction;

tus of supply (e.g. prescription only or “over the counter” sale);

Medicinal Product name;

maceutical dose form;

a) marketin
b) legal sta
c)
d) the phar
e) theingre
f) .device(s
immuno
device i
9)

A separate
Product are

EXAMPLE
shall be assig

This process
(e.g. marketi
existing regy
existing work

6.3 Packd

6.3.1

For each pag
allocated in 4
Regulatory A

The PCID sh
segment is V|

a) MPID fo

b) packags

therapedtic indication(s) as authorized for the Medicinal Product.

Genelral considerations

dient substance(s) and their strength;

where a Medicinal Product is combined with a medical device and where the pharmacolo
ogical or metabolic action should be considered as the principal mode of actiof) the mg
presented as part of the Medicinal Product;

nigue MPID shall be assigned whenever any of the above items of information for a Med
lifferent as applicable to a Medicines Regulatory Agency’s process:.

For a seasonal influenza vaccine, the strains can change with the\season. This implies that a new
hed for this vaccine each time the strains are changed.

may result in changes to the MPID for a Medicinal Product when existing regulatory iden
hg authorization number) would not change. This Intérnational Standard does not require
latory identifiers to be changed in step with the\MPID. Each jurisdiction can continue w
ing practices for existing identifiers.

ged Medicinal Product Identifier (P€ID)

kaged Medicinal Product, a unigque Package Identifier (PCID) shall be assigned. The PCID sh
ddition to any existing authorization/approval number at package level as ascribed by a Medi
gency in a jurisdiction.

all use a commorn.-segment pattern related to a package of a Medicinal Product, which when
blued, shall define-a specific PCID concept. The pattern is:

' the Medicinal Product

description code segment, which refers to a unique identifier for each package.

gical,

bdical

icinal

MPID

ifiers
such
th its

all be
cines

each

Any change

bf_the values related to these code segments shall result in the assignment of a new PCID.

The PCID code segment shall use the defining attribute sets as described below.

6.3.2 Package Description code segment

This code segment shall reflect a code assigned to each package presentation of a Medicinal Product. It shall
use the following defining attribute set:
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package component(s) — type, material(s) and alternate material(s);
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A separate unique PCID shall be assigned whenever any of the aforementioned attribute sets of a packaged
Medicinal Product are different in any way that is relevant to the medicines regulatory process.

This process may result in changes to a PCID when existing regulatory identifiers, e.g. marketing authorization
number, would not change. This International Standard does not require such existing regulatory identifiers
to be changed in step with the PCID. Each jurisdiction may continue with its existing working practices for
existing identifiers.

6.4

Medicinal Product Batch Identifier (BAID_1)

For each authorized Medicinal Product, a BAID 1 shall be assigned. The BAID_1 shall use the batch number

and {
outer

The BAID_1 shall use a common attribute set related to a packaged Medicinal Product, which wh¢

have|a value, define a specific BAID_1 concept:
a) IPCID;
b) batch number (outer packaging);

c) expiration date (month/year) using the ISO 8601 date format.

6.5

For ¢

and the expiration date together with the PCID. The BAID.2 shall use the batch number as it ap

immg

The BAID_2 shall use a common attribute set relatedto a packaged Medicinal Product, which wh

have
a) |
b)

c) expiration date (month/year)using the ISO 8601 date format.

7

71

7.1.1

Inad

€ expiration date together with the PCID. The BAID_T shall use the batch number as 1t ap
packaging of a specific batch of the Medicinal Product.

Medicinal Product Batch Identifier (BAID_2)

ach authorized Medicinal Product, a BAID_2 can be assigned. The BAID_2 shall use the b

diate packaging, where this is not the outer packaging, of a specific batch of the Medicinal |

a value, define a specific BAID_2 concept:
PCID attribute set;

atch number (immediate packaging, when not the outer packaging);

hformation for anyauthorized Medicinal Product

Authorized Medicinal Product — Information overview

General

pears on the

bn all of them

atch number
pears on the
Product.

bn all of them

scribed below

shall :
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Figure 5 — Medicinal Product-averarching model

7.1.2 Medig¢inal Product

This section|specifies the MPID together withi the information that uniquely identifies and characterizes a
Medicinal Prpduct as authorized by a Medicines Regulatory Agency in a jurisdiction.

7.1.3 Medi¢inal Product Name

This section [specifies the name of-the Medicinal Product as authorized by a Medicines Regulatory Agency in
a jurisdiction| together with ancanalysis of the name into various parts.

7.1.4 Versipn

This section $pecifies-the versioning of the core identifiers related to a Medicinal Product in a jurisdiction, as well
as the charagteristics associated with the Medicinal Product and the documentation that supports the versigning.

7.1.5 Marketing Authorization

This section specifies the information about the marketing authorization as issued by a Medicines Regulatory
Agency, which grants permission to a pharmaceutical company to place a Medicinal Product on the market in
a jurisdiction.

7.1.6 Manufacturer/Establishment

This section specifies the characteristics of the manufacturing process and other associated operations and
their authorizations as issued by a Medicines Regulatory Agency, which grants permission to a manufacturer or
an establishment to undertake manufacturing and other associated operations related to a Medicinal Product
in a jurisdiction.
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7.1.7 Packaged Medicinal Product

This section specifies information about the packaging and container(s) of a Medicinal Product and any associated
device(s) which are an integral part or provided in combination with a Medicinal Product, as supplied by the
manufacturer for sale and distribution. It also specifies the ingredient information for the manufactured item(s).

7.1.8 Pharmaceutical Product

This section specifies information about the Medicinal Product in the dose form approved for administration to
the patient in line with the regulated product information. It also includes the reference to the associated PhPID
set(s) and the ingredient(s) for the Pharmaceutical Product. Where applicable, the Pharmaceutical Product can
also jnciude nformation on a medical device, I itisan ntegrar part of the Medicimat Product (.. scaffolding
or nef for a cell therapy Medicinal Product).

7.1.9| Clinical Particulars

This pection specifies information about the clinical particulars of the Medicinal Product as desgribed in line
with {he regulated product information.

7.2 | Medicinal Product

7.2.1| General

This [section specifies the MPID together with the information that uniquely identifies and characterizes a
Meditinal Product as authorized by a Medicines Regulatory, Agency in a jurisdiction.

class Medicinal Product high lewel /
Country / Version
Language
Medicinal Product Medicinal Preduc] Medicinal Proeduct
Hame Classificatioh

Figure 6 — Medicinal Product section high-level diagram

A Medicinal Product has a Medicinal Product name, which will be applicable in one or more country/language
combinations. During its life cycle, a Medicinal Product (MPID) has one or more versions based on its associated
information and characteristics, which can change over time. One or more Medicinal Product classifications
can be applied to the Medicinal Product.

7.2.2 Detailed description of Medicinal Product Information
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class Medicinal Product detailed description /

Regulated Document

Document Type
Document |dentifer

L=

Regulated Document
Document Effective Date

ountry / Language

Country 1.*
Jurisdiction [0..1]

Langusge

Version

1.2 Version Date

Version |dentifier [0..1]

T

Medicinal Product Name
Name
Invented Hame Part [0..1]
ScientificiMame Part [0..1] -

. ) Medicinal Product

Strength Fart [0..1] .. - .
Pharmacdutical Dose Form Part [0..1] MFID el
Formulatipn Part [:'--1:_ Combined Pharmaceutical Dose Form [0..1] Classificatigfi System
TETEED |fmE A ] 1. IMPID Cross-Reference [0..%] Q.= Classificatign System Value
TE'GEF Fgpulation Part [D--‘.. Additional Monitoring Indicater [0..1]
Containesor Padk Part [0..1] Special Measures [0..*] =
Device Pgrt [0..1]
Trademark or Company Name Part [0..1]
Time / Pericd Part [0..1]
Flavour Pprt [0..1]

7.2.21

This represe

Figure 7 — Medicinal Product section detailed description diagram

Medglicinal Product

hts the Medicinal Product as authorized by a/Medicines Regulatory Agency in a jurisdictio

h and

has the following attributes.

7.2211 N\PID

This is the MPID for the Medicinal Product,\which shall be always specified. It is specified as text.

7.2.21.2 Cpmbined Pharmaceutical Dose Form

The combingd pharmaceutical dése form is a single term to describe two or more manufactured items that are
intended to be combined in a specific way to produce a single pharmaceutical product. It includes informatipn on

the manufacfured dose formof each manufactured item and the administrable dose form of the pharmace

product. If th
specified her

EXAMPLE
powder for so

e Medicinal,Rroduct requires description of a combined pharmaceutical dose form, it c4g
e using aterm and a term identifier as defined in ISO 11239 and the resulting terminology.

Powder and solvent for solution for injection. The Medicinal Product contains two manufactured itqg

the two manufa

utical
n be

ms: a
from

utlon for |nject|on and a solvent for solutlon for |nject|on The pharmaceutlcal product that is prepare(

is “powder and solvent for solutlon for |nject|on

7.2.21.3

IMPID Cross-Reference

Pidoduct

There can be a cross-reference between the MPID of the authorized Medicinal Product and the related
IMPID(s) assigned during the development phase and clinical investigation of that Medicinal Product.
related IMPIDs can be specified as text.
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7.2.2.1.4 Additional Monitoring Indicator

If the Medicinal Product is subject to additional monitoring, this can be specified using an appropriate controlled
vocabulary. The controlled term and the controlled term identifier shall be specified.

EXAMPLE “Black triangle” monitoring.

7.2.2.1.5 Special Measures

If the Medicinal Product is subject to specific special measures, these can be specified using an appropriate
controlled vocabulary. The controlled term and the controlled term identifier shall be specified.

EXANPLE Requirement to conduct post-authorization studies.

7.2.2|12 Version

The tharacteristics of an authorized Medicinal Product as defined in this International Standard shall be
versipned. This refers to the fact that at a given version date some characteristics: of the Mediginal Product
have|changed but are not different to a sufficient extent to warrant the assignment of a new primary identifier
as sgecified in the “Identifying Characteristics for Authorized Medicinal Products” section but the|difference(s)
are r¢quired to be recorded and tracked against the MPID.

7.2.2{2.1 Version Date

The dlate of the authorization or the latest update of the regulated product information (e.g. elements related
to th¢ Summary of Product Characteristics or Product Labelling, which serve as the reference for the unique
Identjfication of Medicinal Products and their characteristics) shall be specified. A complete poin in time date
consisting of day, month and year shall be specified using the ISO 8601 date format.

7.2.2{2.2 Version ldentifier

An identifier for the version or a version number can be provided in text.

7.2.2|3 Regulated Document

The gdocument(s) as approved.by)a Medicines Regulatory Agency in a jurisdiction that suppofts a version
increment of an MPID shall be'specified.

NOTH A jurisdiction may further refine the requirements in relation to the regulated document at implementation such
that this information is to'bé specified only if required.

7.2.2|13.1 Document Type

The type of.-document that is supporting a version increment shall be specified using an appropriate controlled
vocabulary. The controlled term and the controlled term identifier shall be specified.

EXAMPLES Summary of Product Charactieristics (SmPC), package leaflef, regulaiory decision document, approval
letter, content of labelling, package insert.

7.2.2.3.2 Document Identifier

The reference to the regulatory decision document related to the granting of the authorization or the latest
update of the regulated product information shall be specified in text.

7.2.2.3.3 Regulated Document

The actual document that is supporting a version increment shall be attached. The format of the document
attachment shall be specified by implementations.
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7.2.2.3.4 Document Effective Date

The date specified in the regulatory decision document by which the authorization or the updates to the
regulated product information become effective shall be specified. A complete point in time date consisting of

day, month a

7.2.2.4 Pro

nd year shall be specified using the ISO 8601 date format.

duct Classification

The Medicinal Product can be classified according to various classification systems, which may be jurisdictional
or international. One or more of these various classifications of the product can be specified in this section.

7.2.241 C

The classific

72242 C

The individu

using a controlled term and a controlled term identifier.

EXAMPLES

7.2.2.5 Medicinal Product Name

The Medicin
a Medicinal H

The convent
jurisdictions.
Holder who i

the name of {he Medicinal Product)which can refer to, for example, a single invented name or a scientific
ble, the INN of thezactive substance(s)] accompanied by a trademark or other characteristics.

[when availa

Other chara
administratig

assification System

htion system itself shall be specified using an appropriate identification system.

assification Value

bl value from the classification system that applies to the Medicinal Product shall be spe

Classification System: WHO Anatomical Therapeutic Chemical (ATC) Classification System

Classification Value: A10BA02 — Metformin

Classification System: VHA National Drug File Reference>Terminology (NDF-RT)

Classification Value: NOO00000072 - 14-alpha Demeéthylase Inhibitors

bl Product Name, represented in one.or more languages, is one of the defining characterist
Product and its MPID.

on applied for naming a Medicinal Product can differ between Medicines Regulatory Agend|
As a general principle, 4 marketing authorization is granted to a single Marketing Authoriz
responsible for placing the Medicinal Product on the market. The marketing authorization cor

cteristics of.the name can refer to strength, pharmaceutical form, intended usage q
n devicegetc.

In addition t
shall be pro

the full and complete Medicinal Product Name as authorized, an analysis of the name

cified

cs of

esin
ation
tains
hame

p

an

parts
all be

ided in a structured format. Depending on the jurisdiction, the Medicinal Product Name sh

specified in attofficiatfanguages thatappty:

NOTE 1
Names, which

NOTE 2

are often incomplete in spontaneous adverse reaction reports.

This is to facilitate the creation of a Medicinal Product Name index and the coding of Medicinal Product

Due to the business requirement for the Medicinal Product Name index as described in the NOTE above, this

is the one part of this International Standard where translation of information is explicitly described and modelled, showing
the language of the information (and the jurisdictions where it is appropriate).

72251 N

ame

The fulland complete Medicinal Product Name as approved by the Medicines Regulatory Agency in a jurisdiction
shall be specified, as text.
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7.2.2.5.2 Invented Name part

The invented name (i.e. trade name) of the Medicinal Product without the trademark or any other similar
designations reflected in the Medicinal Product Name can be specified as text, where applicable.

EXAMPLE For the Medicinal Product Name “Drug XYZ® Precisehaler 200 mg for adults” the invented (trade) name
partis “Drug XYZ".

7.2.2.5.3 Scientific Name part

The scientific or common (i.e. generic) name of the Medicinal Product without any other descriptors can be
spec fied as text where alnlnlir‘ahlp

EXANIPLE For the Medicinal Product Name “Irbesartan/Hydrochlorothiazide Pharma KK” the ‘common (generic)
name|part is “Irbesartan/Hydrochlorothiazide”.

7.2.2|5.4 Strength part

The s$trength, if reflected in the Medicinal Product Name, shall be specified as text, where applicable. This
strength name part can differ from the concept of “Strength” as described in 7;Z-The use of decimal points shall
be agcommodated, if required.

EXANPLE 1 For the Medicinal Product Name “Drug K Forte Tablets”, the.strength name part is “Forte”.

EXANIPLE 2  For the Medicinal Product Name “SoothingMed 2,5 % Cream”, the strength name part is “2,5 %”.

7.2.2|5.5 Pharmaceutical Dose Form part

The pharmaceutical dose form, if reflected in the Medicinal Product Name, shall be specified ap text, where
applicable. This pharmaceutical dose form name part can differ from the concept of administraldle dose form
and manufactured dose form as described in 7.8.21.1 and 7.6.2.10.2 respectively.

EXANIPLE For the Medicinal Product Namé-‘Novo-Drug X EASY-TO-SWALLOW CAPLETS”, the pharmaceutical
dose form name part is “EASY-TO-SWALLOWAEAPLETS”.

7.2.2|5.6 Formulation part

The formulation, if reflected in(the Medicinal Product Name, shall be specified as text, where apglicable.

EXANIPLE For the Medicirial Product Name “SpecialMed Sugar Free Cough Syrup”, the formulationp name part is
“Sugdr Free”.

7.2.215.7 Intended Use part

The intended-use, if reflected in the Medicinal Product Name, shall be specified as text, where applicable.

EXANMPLE For the Medicinal Product Name “Drug-Bl Caplets - Heartburn Relief”, the intended use part is
“Heaitburn Relief”

7.2.2.5.8 Target Population part

The target population, if reflected in the Medicinal Product Name, shall be specified as text, where applicable.

EXAMPLE For the Medicinal Product Name “Broncho-Drug 3,5 mg-capsules for children”, the target population part
is “children”.

7.2.2.5.9 Container or Pack part

The container or pack, if reflected in the Medicinal Product Name, shall be specified as text, where applicable.

EXAMPLE 1 For the Medicinal Product Name “LXA 10 mg/ml Solution for injection Subcutaneous use Vial (glass) -
4 ml - 1 Vial”, the container or pack part is “Vial (glass)”.
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EXAMPLE 2

EXAMPLE 3

7.2.2.510 D

The device, i

EXAMPLE

“Precisehaler”

7.2.2.511 T

The tradema

EXAMPLE

For the Medicinal Product Name “HeartDrug Titration Pack”, the container or pack part is “titration pack”.

For the Medicinal Product Name “BaccVac Multidose Vial”, then container or pack part is “multidose vial”.

evice part

f reflected in the Medicinal Product Name, shall be specified as text, where applicable.

For the Medicinal Product Name “Drug XYZ® Precisehaler 200 mg for adults”, the device part is

rademark or Company Name part
rk, if reflected in the Medicinal Product Name, shall be specified as text, where applicable.

For the Medicinal Product Name “Clopidrogel Pharma®”, the trademark or company name part is “Phar|

7.2.2.5.12 Time/Period part

The time/per]

EXAMPLE
part is “2008/2

7.2.2513 F

The flavour,

EXAMPLE

od, if reflected in the Medicinal Product Name, shall be specified as text,-where applicable.

009",

avour part

f reflected in the Medicinal Product Name, shall be specified as text, where applicable.

7.2.2.6 Country/Language

The country
authorized s

7.2.261 C

The country
alpha-3 codd

7.226.2 J

The jurisdicti
appropriate
be specified.

EXAMPLE

and optionally the jurisdiction where-the Medicinal Product Name of a Medicinal Prod
hall be specified in the official language as applicable.

puntry

where the Medicinal Product Name is applicable shall be described using ISO 3166-1 alphg
S.

irisdiction

on within the Country where the Medicinal Product Name is applicable can be described usi
ontrolled.terminology, if appropriate. The controlled term and the controlled term identifier|

For the Medicinal Product Name “CoughCure Linctus Orange Flavour”, the flavour part is “Orange’}

ma®”.

For an influenza vaccine with the Medicinal Product Name “Drug-FLU season 2008/2009”, the time/period

ict is

-2 or

ng an
shall

Eor the country of Canada, the jurisdiction of Quebec province may be specified.

7.2.2.6.3 Language

The language of the Medicinal Product Name as applicable in the specified country and jurisdiction if appropriate
shall be specified using the ISO 639-2 language code.

7.3 Marketing Authorization

7.3.1 General
This section specifies the marketing authorization information for a Medicinal Product.
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The marketing authorization is issued by the appropriate Medicines Regulatory Agency in a jurisdiction. In line
with the laws and regulations applicable in a jurisdiction, an authorization is usually required before a Medicinal
Product is placed on the market. For some categories of Medicinal Products, specific exemptions may be
applicable (e.g. “grandfather” drugs). For these types of medicines, the same principles of information provision
as for authorized Medicinal Products shall be applied as outlined in this section. Where no formal Marketing
Authorization Holder is established, the distributor shall be specified.

class Marketing Authorisation high level /

Marketing Authorisation Holder

Periodic Saf
N ricdic Safety

Update Report
Submission

7

jedicinal Product] Marketing larketing Marketing Authorisation
Authorisation Authorisation i
{ Application
1 Procedure “\
M
_a
g
Medicines Mg
Regulatory Agency \\
{Crganisation)

Figure 8 — Marketing Authorization section high-level diagram

A Magdicinal Product has a marketing authorization (even if, as for “grandfather drugs” this is|not a formal
markgting authorization, but serves as a proxy).

This marketing authorization/is issued by a Medicines Regulatory Agency to an organization rgferred to as
Markgting Authorization.Holder. Within the Marketing Authorization Holder, there can be a namgd individual,
who [s responsible forithe pharmacovigilance activities associated with that Medicinal Product (¢.g. in the EU
this i$ the “QualifiédPerson Responsible for Pharmacovigilance”).

An injtial marketing authorization, renewal, variation to and revocation of a marketing authorization igmanaged on
the basis ofa-marketing authorization procedure, which itself is supported by a marketing authorization application.

Duringthe lifetime of a Medicinal Product, its marketing authorization is likely to have had a variety of changes.
Therefore, the status of a marketing authorization will change over time, which has to be recorded accordingly.

The marketing status describes when a Medicinal Product is actually put on the market or is no longer available
in a country or jurisdiction. It also indicates the legal status of supply (e.g. prescription only).

The Periodic Safety Update Report Submission describes information regarding the timing of submissions for
Periodic Safety Update Reports or Periodic Benefit-Risk Evaluation Reports for the Medicinal Product.

NOTE There may be circumstances where Medicinal Product additional information on marketing status is specific
to local provisions within a jurisdiction (e.g. states, provinces or territories). This refers particularly to the legal status of
supply or a marketing authorization number.

7.3.2 Detailed description of marketing authorization information
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class Marketing Authorisation detailed description /

Marketing Periodic Safety Update Report Submission
Authorisation Holder

{Crganisation)

- Frequency of Submission of Safety Report
- Dates of Submission [1.7]

- Internaticnal Birth Date

- Reference Date

- Data Lok Point

1

1

Marketing Authorisation

Medicinal Preduct

Marketing Authorisation

- Marketing Authorisation Mumber Pr fz g

- Country [1..7]

- Legal Status of Supply

- Authorisation Status

- Authorisation Status Date

- Procedurs Identifier / Number /M

"|-  Frocedure Type
; Dais

- Application Type
- Application Date

- Validity Pericd
0=
1 Marketing Status
Medicines - Country
Requlatory A - Jurisdidion [0..1]
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The marketin
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A Medicinal
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7.3.2.11

The number
shall be speq

Figure 9 — Marketing Authorization section detailed deseription diagram

hal Product shall have the relevant marketing authorizationninformation specified.

g authorization information shall also be appropriately.specified for a Packaged Medicinal Prg
pble (see below). In those situations, the information’ structure as follows shall be used, wi
t the Medicines Regulatory Agency and the Marketing Authorization Holder information is not req

d again, as it is inherited from the marketing authorization information of the Medicinal Product.

keting authorization

Product is placed on the market when a marketing authorization or equivalent has been issu
Regulatory Agency.

Marketing authorization number

bs assigned to a Medicinal Product by the Regulatory Medicines Agency of a country or jurisd
ified in text. For-Medicinal Products which allow distribution without a marketing authorizati

legislation, the licensing nimber as appearing on the package, the container or the package insert sh
he absence\of'a formal marketing authorization number (e.g. for “grandfather” drugs in the |

specified in {

73.21.2 C

duct,
h the
uired

bd by

ction
bn by
all be
JS.)

The country I

ISO 3166-1 alpha- 2 or alpha- 3 codes.

Where a marketing authorization spans more than one country, all the applicable countries/jurisdictions shall
be described.

7.3.2.1.3 Legal status of supply

The legal status of supply of the Medicinal Product as classified by the Regulatory Medicines Agency shall
be specified (e.g. subject to medical prescription or not). The legal status of supply shall be described using
an appropriate controlled vocabulary. The controlled term and the controlled term identifier shall be specified.

EXAMPLE 1 Medicinal product subject to medical prescription.
EXAMPLE 2 Medicinal product not subject to medical prescription.
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7.3.2.1.4 Authorization status

The status of the marketing authorization changes throughout the lifecycle of a Medicinal Product depending
on the regulatory process applicable in a jurisdiction. This shall be specified using an appropriate controlled
vocabulary. The controlled term and the controlled term identifier shall be specified.

EXAMPLES Active/valid, expired, renewed, not renewed, withdrawn.
7.3.2.1.5 Authorization status date

The date at which the given status has become appllcable shall be specified. A complete point in time date
consi aWalilia a aRV/= shal-be-spec ified-using 8601 date format

EXANPLE The marketing authorization expired on 2011-01-01.

7.3.2|1.6 Validity period

The fjme period, described in terms of a beginning and end date of the marketing)authorization fof the relevant
statug shall be specified. Complete interval of time dates consisting of day, month and year shallf be specified
using the ISO 8601 date format.

EXANIPLE The marketing authorization is valid from 2011-01-01 to 2015-01301.

7.3.2|12 Marketing Authorization Holder

Detalls in relation to the Marketing Authorization Holder to which a marketing authorization in a jurfisdiction was
granted shall be specified using an Organization class as.déescribed in 7.4.

For Nledicinal Products which allow for distribution without a marketing authorization under jurisdictional law,
the details of the distributor, as appearing on the package, the container or the package insert shall be provided
in plgce of the details of the Marketing Authorization Holder.

7.3.2|3 Medicines Regulatory Agency.

Detalls in relation to the Medicines Regulatory Agency that granted the marketing authorization fgr a Medicinal
Product shall be specified using an®rganization class as described in 7.4.

7.3.2}14 Marketing authorization procedure

The fegulatory procedure applied to grant or amend a marketing authorization for a Medicinal Product shall
be specified.

NOTH A jurisdiction may further refine the requirements in relation to the marketing authorization procgdure (and the
assodiated marketing authorization application) at implementation such that this information is to be specified ¢nly if required.

7.3.2|144, Procedure identifier/number

The unique identifier for the specific instance of a procedure undertaken shall be provided in text.

7.3.2.4.2 Procedure type

The type of procedure that is followed to grant or update a marketing authorization shall be specified using
an appropriate controlled vocabulary. The controlled term and the controlled term identifier shall be specified.

EXAMPLES Centralised, decentralised, national, mutual recognition.

7.3.2.4.3 Procedure date

The dates when the procedure commenced and was completed shall be described. Complete interval of time
dates consisting of day, month and year shall be specified using the ISO 8601 date format.
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7.3.2.5 Marketing authorization application

A marketing authorization will be supported by an application, as will any change of an existing marketing
authorization (e.g. to renew, vary or withdraw).

Details of the marketing authorization application shall be described using this class.

7.3.2.5.1

Application identifier/number

A unique identifier for the specific instance of an application shall be provided in text. The application
identifier/number is usually assigned by a Medicines Regulatory Agency.

7.3.252 A

The type of t
and the cont

EXAMPLES

7.3.253 A

The date on
time date co

7.3.2.6 Maj

The marketin
as of which i
prescription)

NOTE TH
number) is sp
these circums|

7.3.26.1 C

The country
using the 1S(

NOTE E(
Union is not a
not eligible to
need to encod
of identifying t

73.26.2 J

pplication type

he application shall be described using an appropriate controlled vocabulary. The eontfolled
rolled term identifier shall be specified.

New, renewal, variation, line extension.

pplication date

which the marketing authorization application was made shall be specified. A complete pg
psisting of day, month and year shall be specified using the ISO'8601 date format.

keting status

g status refers to the date when the Medicinal Praduct is actually put on the market or the
L is no longer available. It also indicates the legal\status of supply (e.g. prescription only or
ere may be circumstances where additional information (legal status of supply or a marketing authori

ances to be indicated as well, where this.is’specifically applicable.

puntry

in which the marketing authorization has been granted shall be specified. It should be spe|
D 3166-1 alpha-2 or alpha-3 codes.

) can be used for thie-tame European Union. This is not an official ISO 3166-1 country code. The Eur
country but rathér an organization with Member States, which are by themselves countries. As such,

e that name.EU, the ISO 3166 Maintenance Agency reserved the two-letter combination EU for the pu
he European Union within the framework of ISO 3166-1.

irisdiction

term

int in

date
non-

ration

ecific to local provisions within a jurisdiction-(e.g. states, provinces or territories). Marketing status allows

cified

bpean
EU s

be formally in¢ldded in ISO 3166-1. Recognizing, however, that many users of ISO 3166-1 have a practical

rpose

Where a Medicines Regulatory Agency has granted a marketing authorization for which specific provisions
within a jurisdiction apply, the jurisdiction can be specified using an appropriate controlled terminology. The
controlled term and the controlled term identifier shall be specified.

EXAMPLE

status of supp

The legal status of supply of a Medicinal Product can differ in the various provinces in Canada. While the
country of marketing authorization is Canada, the names of the provinces can be specified (as jurisdictions) and the legal

ly applicable in each province also specified.

7.3.2.6.3 Jurisdictional marketing authorization number

The number for the marketing authorization assigned by a Medicines Regulatory Authority in the jurisdiction
shall be specified in text.
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7.3.2.6.4 Marketing date (start/stop)

The date when the Medicinal Product is placed on the market by the Marketing Authorization Holder (or where
applicable, the manufacturer/distributor) in a country and/or jurisdiction shall be provided, as shall the date
when the Medicinal Product is “no longer available on that market”. Complete point in time dates consisting of
day, month and year shall be specified using the ISO 8601 date format.

NOTE “Placed on the market” refers to the release of the Medicinal Product into the distribution chain. “No longer
available on the market” can refer to the fact that the Marketing Authorization Holder has taken a decision to no longer
market the Medicinal Product or that the marketing authorization is no longer valid.

7.3.2(6-6—Legal-status-of-supply

The legal status of supply for the Medicinal Product as applicable in a jurisdiction shall be descrjbed, using a
suitable controlled vocabulary. The controlled term and the controlled term identifier shall be specified.

EXANIPLES POM - Prescription only medicine,
P — Pharmacy only medicine,

GSL — General sales list medicine.

7.3.2|7 Periodic safety update report submission (PSUR)

Periddic safety update reports and Periodic Benefit-Risk Evaluation Reports refer to a summary apd evaluation
of thg benefit risk profile of the Medicinal Product by the Marketing-Authorization Holder at defined tjme intervals,
which can be specified in the marketing authorization and/or by legislation.

NOTH A jurisdiction may further refine the requirements in relation to the periodic safety update repgrt submission
information at implementation such that this information is-te be specified only if required.

7.3.2]7.1 Frequency of submission of PSUR

The frequency of the submission of a PSUR’or PBRER can be defined by legislation or as part of a marketing
authgrization in a jurisdiction. The frequency shall be described using a numerical value for the repeating
interyal of time and its unit of time measurement. The unit of measurement shall be specified ir} accordance
with ISO 11240 and the resultingterminology. The symbol and the symbol identifier shall be used.

EXANIPLE PSUR submission frequency is defined as every six months during the first two years following the initial
placirlg on the market and ance-a year for the following two years.

7.3.2{7.2 Dates of submission

The dates of submission of PSURs or PBRERSs in line with the defined frequency of submission|of PSURs or
PBRERSs shatlbe presented. Complete point in time dates consisting of day, month and year shall| be specified
usingd theISO 8601 date format.

7.3.2.7.3 International birth date

The international birth date (IBD) refers to the date of the first marketing authorization for the product granted
to any company in any country in the world. A complete point in time date consisting of day, month and year
shall be specified using the ISO 8601 date format.

7.3.2.7.4 Reference date

Where Medicinal Products that are subject to different marketing authorizations contain the same active
substance or the same combination of active substances, the frequency and dates of submission of the PSURs
or PBRERs may be amended and harmonized by a Medicines Regulatory Agency in a jurisdiction e.g. to
enable a single assessment to be made in the context of PSUR or PBRER work-sharing procedures and to set
a reference date from which the dates of submission are calculated. A complete point in time date consisting
of day, month and year shall be specified using the ISO 8601 date format.
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7.3.2.7.5 Data lock point

The data lock point is the date designated as the cut-off for data to be included in a PSUR or PBRER. A
complete point in time date consisting of day, month and year shall be specified using the ISO 8601 date format.

7.4 Organization

7.4.1 General

Whenever a class is described as an “Organization”, the following general set of information shall be specified
for the appropriate instance of the organization.

7.4.2 Detailed description of organization information

class Crganisation detailed description /

e Contact Person é)
N\
- Identifier - Name LN
- Name |- Telecom O
- Address 1.4 Role
- Confidentiality Indicator [0..1] ) CﬂnfidentQQndicﬂtm[ﬂ..ﬂ
AN

1.*

Other Locations

- Location Address
- Location Role
- Identifier [0..1] {

Figure 10 —'Organization detailed description diagram

7.4.21 Organization

7.4.2.1.1 Identifier

The unique identifier of the organization shall be provided. An international coding system for unique organization
identifiers can_he used

7.4.2.1.2 Name

The name of the organization shall be provided in text.

7.4.2.1.3 Address

The address of the organization shall be provided using a standardised structured address format.
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7.4.2.1.4 Confidentiality indicator

The confidentiality level of the organization information can be specified using an appropriate controlled
vocabulary. The controlled term and a term identifier shall be specified.

EXAMPLES Confidential, no restriction.

7.4.2.2 Contact person
This class is used to specify a contact person from within the organization and the role of that person.

NOTE A jurisdiction may further refine the requirements in relation to the contact person information at implementation
so that this information is to be specified only if required.

7.4.212.1 Name

The jame of the contact person shall be provided using a standardized structured person-name desctiption format.

7.4.2|12.2 Telecom

The felecom information (telephone, e-mail, etc.) of the contact person shall*be provided using a standardized
strucfured telecoms description format.

7.4.212.3 Role

The role of the contact person within the organization in the context of the Medicinal Product beihg described
shall pe specified using a suitable controlled vocabulary:The controlled term and the controlled term identifier
shall |be specified.

EXANPLE 1 Qualified Person Responsible for Pharmacovigilance (organization context: Marketing Authorization Holder).
EXANPLE 2  Person responsible for batch release (organization context: manufacturer).

EXANPLE 3  Legal representative of sponsor (organization context: sponsor).

7.4.212.4 Confidentiality Indicator

The ¢onfidentiality level of the\Contact Person’s information can be specified using an approprigte controlled
vocabulary. The controlled term and a term identifier shall be specified.

EXANIPLES Confidential, no restriction.

7.4.2{3 Other.locations

This ¢lass is,used to specify one or more other significant locations of the organization and the role of|that location.

NOTH Ajurisdiction may further refine the requirements in relation to the other locations information at irpplementation
so that this information 1S 10 be specified only If required.

7.4.2.3.1 Location address

The address of the location of the organization shall be provided using a standardized structured address format.

7.4.2.3.2 Location role

The role of the location within the organization in the context of the Medicinal Product being described shall
be specified using a suitable controlled vocabulary. The controlled term and the controlled term identifier shall
be specified.

EXAMPLE Location of the pharmacovigilance system master file (organization context: Marketing Authorization Holder).
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7.4.2.3.3

Identifier

The unique identifier of the location can be provided. An international coding system for unique organization

identifiers ca

n be used.

7.5 Manufacturer/Establishment

7.5.1 Gene

ral

This section describes the manufacturer and/or establishment information for a Medicinal Product.

class Manufagturing information high lewel /
+ VvV
fedicinal Product Manufacturer Manufacturing nes
JEstablishment Orperation H% tory Agency
1= {Crganisation) \ rganisation)
I
Figure 11 — Manufacturer/Establishment section high<level diagram
The Medicirfal Product is associated with organization information.for one or more manufacturefs or
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These are o\

7.5.2 Detai

led description of Manufacturer/Establishmént information

ts which undertake various manufacturing operations in-order to produce a Medicinal Prg
erseen by an appropriate Medicines Regulatory Ageney.

duct.

class Manufacturi
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A Medicinal
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Figure 12 — Manufacturer/Establishment section detailed description diagram

Product shall be associated with one or more manufacturers/establishments.

urisdiction may further refine the requirements in relation to the manufacturer/establishment informa
h so that this information is to be specified only if required.

ion at

7.5.2.1

Manufacturer/Establishment (Organization)

The information related to the manufacturer/establishment for the organization undertaking the particular
manufacturing operation shall be described using the pattern for organization described in 7.4.

EXAMPLE 1

EXAMPLE 2

For the operation of “batch release”, the manufacturer is “Company ABC”.

For the operation of “re-labelling”, the establishment is “Company DEF”.

7.5.2.2 Manufacturing operation

The manufacturing operation being undertaken by the particular manufacturer/establishment organization
shall be specified.

40

© 1SO 2012 — All rights reserved


https://standardsiso.com/api/?name=6bb09373fba9a18b0c983874c6e0d072

ISO 11615:2012(E)

7.5.2.2.1 Operation type

The type of manufacturing operation shall be specified using a suitable controlled vocabulary. The controlled

term

and the controlled term identifier shall be specified.

EXAMPLES Re-labelling, re-packaging, batch release.

7.5.2.2.2 Manufacturing authorization reference number

The reference number of the authorization for manufacturing or equivalent shall be specified in text.

7.5.2
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7.5.2
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The |
the p
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7.6.1
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for s4

The description of a Packaged-Medicinal Product shall cater for the description of the entire pa

the o
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effective date of the manufacturing authorization stated in the attribute above shall(be's
lete point in time date consisting of day, month and year shall be specified using the, ISO 8601

2.4 Confidentiality indicator

evel of confidentiality of the manufacturing operation can be specified (using an appropria
pulary. The controlled term and a term identifier shall be specified.

IPLES Confidential, no restriction.

3 Medicines Regulatory Agency (Organization)

edicines Regulatory Agency which oversees a specific manufacturing operation shall be de
pttern for organization described in 7.4.

Packaged Medicinal Product, includingManufactured Item and Device

General
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class Packaged Medicinal Product high level /

Marketing Batch Identifier Package Physical
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Figure 13 — Packaged Medicinal Product section high-level diagram
The Packagéd Medicinal Product class acts as a(collector class for more descriptive classes. In partitular,
there is one [nstance of the “Package ltem” class;for each separate item packaged.

The Package Item class has a recursive-relationship with itself; this complexity is necessary to dedcribe
situations where there are packages within packages, for example, cartridges within a blister sleeve within a
box. A packdge item can be identified‘by one or more Data Carrier Identifiers.

The Packagelltem can have component parts such as closures; this is facilitated by the Package (Component) ¢lass.

The lowest lgvel Package Hem (Container), when any recursing has been unrolled, is that which is in cgntact
with the physical Medicinal Product represented in Manufactured Item. Manufactured Items are descrifjed in
terms of theif Ingredients; which are discussed in greater detail in 7.7.

A Packaged [Medicinal Product can be accompanied by a Device. This may be an administration device|such
asanorals rlnge ThIS dewce is descrlbed usmg the Dewce class (with type “Admlnlstratlon deV|ce ). Where
a device for ' ‘ ‘ ' ' S also
described using the Device class (with type “Integrated DeV|ce ). The dewce as it is described by the various
device coding systems can be specified using the Device Nomenclature class, and batch information can be
specified using the Device Batch Identification class. Any Manufacturing Operations associated with the device
may be described using the Manufacturer/Establishment (Organization) structures described in 7.5.

The Shelf Life/Storage of a Packaged Medicinal Product or a Device can also be described.

A Package Item (and most particularly the outermost packaging), or a Package Item Part as well as a Device and a
Manufactured Item, can have their Physical Characteristics described, including an image of the item as required.

In addition, the Packaged Medicinal Product, the Device and the Manufactured ltem may have a set of Other
Characteristics associated with them.
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Batch identifiers, i.e. the BAID_1 and BAID_2, can be presented in relation to the Packaged Medicinal Product
as appropriate.

There are instances where Marketing Authorization information is specific to a Packaged Medicinal Product,
for example, when the Legal Status of Supply of particular packages of a Medicinal Product differ (a pack
size of five tablets is not subject to a prescription whereas the pack size of 30 tablets is). In these instances,
Marketing Authorization information can be described directly for the Packaged Medicinal Product, using the
structures described in 7.3.

7.6.2 Detailed description of Packaged Medicinal Product Information

class Hackaged Product detaied description /
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1.7]- PoiD "= Material[1.] - ice Material [1.. -
" Altemate Matesial [0, (=) 0.-|- Nomenclat]r= System
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+ Batch Number
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Figure 14 —Packaged Medicinal Product section detailed description diagram

7.6.2]11 Packaged Medicinal Product

7.6.211.1 PCID

This [s'the unique identifier for the packaged Medicinal Product, constructed as described in 6.3 pbove.

7.6.2.1.2 Package description

A textual description of the packaged Medicinal Product shall be provided.

7.6.2.2 Package Item (Container)

A package item can be either a single item or package of multiple items. Those items can be of the same kind
or of different kinds.

There shall be at least one package item for each distinct kind of packaged item in a packaged Medicinal
Product. Where there are several identical package items, the number of them shall be given.

Subsequent more detailed descriptions in related classes shall be related to the single item only.
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Where a package item contains a further package, that package item shall be nested to provide the correct
representation.

EXAMPLE 1

EXAMPLE 2

A Medicinal Product presented as a packaged Medicinal Product with a single package [a bottle containing
an oral solution (no outer box)] will have a single package item (related directly to a single manufactured item).

A Medicinal Product presented as a packaged Medicinal Product with an outer package with

inner

packaging (a box containing two blister sleeves containing 20 capsules or a carton containing 4 vials of solution for
injection) will have two recursed package items: the parent package item to describe the box or carton and the child
package item to describe the blister sleeve or the vial (the latter then related to the manufactured item).

EXAMPLE 3
more than one

A Medicinal Product “kit” presented as a packaged Medicinal Product with an outer package containing

tyne of cantent forexamnle a hox containina a tube (of cream) and a blister sleeve containina a tabl
7T 7 T 7 ~ \ 7 ~

ot, will

have a recursg
(each then rel

7.6.2.21 P

The Package
in accordanc|

EXAMPLES

7.6.2.2.2 Ppackage Iltem (Container) quantity

The quantity

bd parent package item to describe the box and two child package items to describe the tube and the
bted to an manufactured item).

Ackage Item (Container) type

Item (Container) type shall be specified to describe the physical type of the container of the megq
e with 1ISO 11239 and its resulting terminology. A term and a term identifier'shall be specified.

Box, vial, blister sleeve, pre-filled syringe.

(or count number) of the package item shall be specified.

blister

licine

NOTE Bg¢cause the Package Item class recurses to describe containers within containers, the first (outefmost)
container will always have a quantity of “1”.

7.6.2.2.3 Material

The material(s) of the package item shall be described in accordance with ISO 11238 and its resplting
terminology. [A term and a term identifier shall be specified.

7.6.2.2.4 Alternate material

The alternatd
terminology.

NOTE Al
the package (4

7.6.2.3 Data carrierddeéntifier

Data carrier
can specify t

material(s) of the package jtem shall be described in accordance with ISO 11238 and its res
A term and a term ideptifier shall be specified.

ernate material is used-When alternative specific material(s) are allowed to be used for the manufactu
.g. different types of-plastic for a blister sleeve).

dentifiers such as barcodes can be presented at each packaging level. Regulatory requirer
hedata carrier(s) to be used. The data carrier identifier shall be specified as required.

ulting

ing of

nents

EXAMPLE 1
EXAMPLE 2
EXAMPLE 3

7.6.2.31 D

The data car

7.6.23.2 D

Data carrier identifier for one tablet in the blister cell (primary packaging).
Data carrier identifier for one box containing two blister sleeves (secondary packaging).

Data carrier identifier for a multi-pack of four boxes (tertiary packaging).

ata carrier identifier code system

rier identification system itself shall be specified using an appropriate identification system.

ata carrier identifier value

The individual value from the identification system that applies to the packaged Medicinal Product shall be specified.
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EXAMPLE Data carrier identification code system: GTIN.

Data carrier identification value: 123459876511.

The shelf-life and storage information for a package item (container) can be described using the Shelf
Life/Storage class (see 7.6.2.6 below).

The physical characteristics (height, width, depth, weight, shape, etc.) of the package item (container) can
be described using the Physical Characteristics class (see 7.6.2.11). One or more images of the package item
(container) can be also included as applicable.

Othercharacteristics of the package ttenT (contaimer) can be described usng the Other Characteristics class
(see [.6.2.12).

7.6.214 Batch Identifier

7.6.214.1 BAID_1

The BAID_1 as described in 6.4, which appears on the outer packaging of-a specific batch of the Medicinal
Product, can be specified. Since there will be many different batches of any é@né packaged MedicinallProduct, and
sincg the specification of batch identification might not always be required-for each type of packaged Medicinal
Product, the cardinality of the relationship between the packaged Medicinal Product and the B3atch Identifier
is given as 0...*. In situations where a packaged Medicinal Product/contains more than one manufactured item
and/qr includes a device, this batch number refers to the one given on the outermost packaging.

7.6.214.2 BAID_2

The BAID_2 as described in 6.5, which appears. on“the immediate packaging, where this is pot the outer
packaging, can be specified.

7.6.2l5 Package (Component)

Any part of the packaging of a packaged Medicinal Product can be further described using the Package
(Component) class. The description‘'can be of a complete container or a part of a container, such|as a closure.

7.6.2|5.1 Component type

The tlype of component.whase material is being described should be specified, using an approprigte controlled
vocabulary. The contrelled term and the controlled term identifier shall be specified.

EXANIPLES Child-resistant cap, vial, bung.

7.6.2|5.2 , <Component material

The material(s) of the component can be specified. Materials shall be described in accordance with ISO 11238
and its resulting terminology. A controlled term and a controlled term identifier shall be specified.

7.6.2.5.3 Component alternate material

Alternative materials for the component can be specified. Materials shall be described in accordance with
ISO 11238 and its resulting terminology. A controlled term and a controlled term identifier shall be specified.

NOTE Alternate material is used when alternative specific material(s) are allowed to be used for the manufacturing of
the package (e.g. different types of rubber for a stopper).

The physical characteristics (height, width, depth, weight, shape, etc.) of the package (component) can be
described, as documented in 7.6.2.11. One or more images of the package (component) can be included if required.
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7.6.2.6 Shelf life/storage

The shelf life

7.6.261 S

and storage information can be described using the Shelf Life/Storage class.

helf life type

This describes the shelf life, taking into account various scenarios such as shelf life of the packaged Medicinal
Product itself, shelf life after transformation where necessary and shelf life after the first opening of a bottle,
etc. The shelf life type shall be specified using an appropriate controlled vocabulary. The controlled term and
the controlled term identifier shall be specified.

EXAMPLES

7.6.2.6.2 S

The shelf lifg
measuremer
terminology.

EXAMPLES

7.6.2.6.3 S

Special preg
controlled te

EXAMPLE

7.6.2.7 Dey

Medicinal pr
class. Devicq
administratio
device and

Aftar first npnning ||nnpnnnr{ after transfarmation
y T T

helf life time period

time period can be specified using a numerical value for the period of time and its unit of
t. The unit of measurement shall be specified in accordance with ISO 11240{and the res
[The symbol and the symbol identifier shall be used.

Three years unopened, 28 days after opening.

pecial precautions for storage

autions for storage, if any, can be specified using an appropriate controlled vocabulary
m and the controlled term identifier shall be specified.

Do not store above 25 °C or below 2 °C, store in the original package in order to protect from light.
ice
bducts may be authorized with accompanying devices, which may be described using the D

n device or a part of a Medicinal Produ¢t. Where a Medicinal Product is combined with a me
where the pharmacological, immunological or metabolic action should be considered a

principal mode of action, the medical device.is‘presented as part of the Medicinal Product.

7.6.2.71 D

The type of g
controlled te

EXAMPLES
aerosol inhale

7.6.27.2 D

pvice type

evice shall be specified using an appropriate controlled vocabulary. The controlled term an
m identifier shall'be specified.

Administration device (e.g. vaginal applicator, dropper pipette), integrated device (e.g. pre-filled sy
I), medicaldevice (e.g. cell scaffold), other device (e.g. sundry swabs).

pvice frade name

time
ulting

The

evice

bs may be of several types (see 7.6.2.7.1) such as separate administration devices, an infegral

bdical
5 the

d the

ringe,

This can be

7.6.273 D

The quantity
EXAMPLE 1

EXAMPLE 2

7.6.2.74 D

Sed 10 speciry the trade mame of the device, where applicaole, das ext.

evice quantity
of the device present in the pack shall be specified.
A pack containing five sterile pre-injection swabs: Quantity = 5.

A pack containing a single 5 ml medicine spoon: Quantity = 1.

evice listing number

This can be used to specify the listing number of the device, where applicable, in text.
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7.6.2.7.5 Model number

This can be used to specify the device model or reference number, where applicable, in text.

7.6.2.7.6 Device material

The material(s) of the device shall be described in accordance with ISO 11238 and its resulting terminology. A
term and a term identifier shall be specified for each material.

7.6.2.7.7 Device alternate material

The @lternative material(S) of the deviCe can be described In accordance with 1ISO 11238 and its resulting
termiphology. A term and a term identifier shall be specified for each material.

NOTH Alternate material is used when alternative specific material(s) are allowed to be used forithe manufacturing of
the package (e.g. different types of plastic for a spoon).

7.6.2|7.8 Allergenicity indicator

Whele applicable, this can be used to specify whether the device contains allergens and/or| materials of
concern. The allergens and/or materials of concern shall be described in~accordance with ISO 1[1238 and the
resulfing terminology.

7.6.2{7.9 Sterility indicator

Where applicable, this can be used to specify whether thesdevice is supplied as sterile using af appropriate
contrplled terminology. The controlled term and the conttelted tem identifier shall be specified.

7.6.2|7.10 Sterilization requirement indicator

Whele applicable, this can be used to specify whether the device shall be sterilized before use [based on an
appropriate controlled terminology. The controlled term and the controlled tem identifier shall be gpecified.

7.6.2|7.11 Device usage

The number of times that the device may be used as described in the regulated product informgation may be
specified. An appropriate controlled terminology shall be applied and the controlled term and the controlled
term jdentifier specified.

EXANIPLES For single“use only, multiple use.

7.6.2|8 Device homenclature

Ther¢ are avariety of nomenclature systems available to identify devices. This structure supports the description
of the deyice in these nomenclature systems.

7.6.2.8.1 Nomenclature system

The device nomenclature system shall be specified using an appropriate identification system.
EXAMPLE 1 Global Medical Device Nomenclature (GMDN) based on ISO 15225.

EXAMPLE 2 Unique Device Identification (UDI) System from the International Medical Device Regulators’ Forum (IMDRF).

7.6.2.8.2 Nomenclature value

The term for the device from the specified nomenclature system shall be specified.

© 1S0O 2012 — All rights reserved 47


https://standardsiso.com/api/?name=6bb09373fba9a18b0c983874c6e0d072

ISO 11615:2012(E)

7.6.2.9 Device Batch Identification

This class can be used to describe the batch number and/or expiry date of a device in a packaged Medicinal Product.

NOTE

At implementation, any batch number and expiry date for a device in a packaged Medicinal Product will be

related to a particular batch or batches of that packaged Medicinal Product (as described using the BAID_1), but for
simplification at a conceptual level, the “many-to-many” relationship that this would give has been omitted.

7.6.2.9.1

Batch number

Where applicable, the batch number for the device can be specified, in text.

7.6.29.2 E
Where appliq
The shelf life

Kpiration date
able, the expiration date for the batch can be specified.

hnd storage information for a device can be described using the Shelf Life/Storage(elass (see 7.4

The physical
Physical C

:[
Other char

The manufac

7.6.2.10 Manufactured Item

7.6.210.1 G

The manufa
actual manu
manufacture

NOTE TH
every packagq
Item (Containg
package item

single immediate package item holds more than one manufactured item, as is the case, for example, for phased com

oral contracef

7.6.2.10.2 Manufactured doeseform

This describd
into the phar

and its resulfing terminology. A term and a term identifier shall be used.

EXAMPLES

characteristics (height, width, depth, weight, shape, etc.) of the device cap-bedescribed usirn
racteristics class (see 7.6.2.11). One or more images of the device can:be included, if req

teristics of the device can be described using the Other Characteristics class (see 7.6.2.1

eneral

ctured item(s) as contained in the packaged\Medicinal Product shall be described. This i
- but before any transformation, if applicable, for administration to or use by the patient.

e relationship between a package itém,(container) and a manufactured item is 0...* despite the fa
bd Medicinal Product will have at least one manufactured item. The “zero” is present because the Pa
br) class recurses, and, in the cemimon situation where there is an outer and inner package item, the

does not immediately relate t6 a manufactured item. The multiplicity is present for the rare cases wk

tives and some hormoné replacement therapies.

s the pharmiaceutical dose form of the manufactured item, where applicable, before transform
maceutical product. The manufactured dose form shall be specified in accordance with ISO 1

Tablet, capsule, oral solution, powder for solution for injection.

2.6).

g the
lired.

2).

turer of the device can be described using the Manufacturer/Establishment set of classes (se¢ 7.5).

s the

actured item (the tablet, liquid, cream contained within the package) as it is delivered from the

t that
Ckage
outer
ere a
bined

ation
1239

NOTE A Medicinal Product may have two package items, one with a manufactured dose form of powder for solution
for injection and the other with a manufactured dose form of solvent for solution for injection. These are then to be
transformed to a solution for injection before the medicine can be administered to a patient. Solution for injection is the
“administrable dose form”, which is an attribute of “pharmaceutical product”.

7.6.2.10.3 Unit of presentation

This specifies the “real world” units in which the quantity of the manufactured item is described. The unit of
presentation can be specified in accordance with ISO 11239 and its resulting terminology. The controlled term
and the controlled term identifier shall be specified.

For items where their quantity is a measured quantity of weight or volume, the “unit of presentation” shall not
be given since it is the same as the units of that quantity (that is ml, mg or %). For solid dose forms and other
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items that are measured by counting integer quantities, the unit for quantity shall be “unit” and the “unit of
presentation” shall be the item that is counted.

EXAMPLES Tablet, capsule, pessary.

7.6.2.10.4 Manufactured Item quantity

The quantity (or count number) of the manufactured item shall be described. It shall be specified as a value
and units, and the units shall be specified as a symbol and a symbol identifier as defined in ISO 11240 and the
resulting terminology.

For splid dose forms and aother items that are measured hy fata)l mﬁng in’rngnr ol lantities the unit for '!uantity shall

be “unit” and the “unit of presentation” shall be the item that is counted.

The physical characteristics (height, width, depth, weight, shape, etc.) of the manufactured|item can be
descyibed using the Physical Characteristics class (see 7.6.2.11). One or more imagesyof the manufactured
item £an be included, if required.

Other characteristics of the manufactured item can be described using the Other Charactgristics class
(see [.6.2.12).

The ingredient(s) of the manufactured item shall be described using the-Ingredient class descrilyed in 7.7.

7.6.2111 Physical characteristics

Whele applicable for a package item (container), package:(component), manufactured item @r device, its
physical characteristics can be specified. One or more images can be provided as applicable.

7.6.2{11.1 Height

Whele applicable, the height can be specified using a numerical value and its unit of measurement. The unit of
meagurement shall be specified in accordance with ISO 11240 and the resulting terminology. Thé symbol and
the symbol identifier shall be used.

7.6.2111.2 Width

Whele applicable, the width cdn bé specified using a numerical value and its unit of measuremernt. The unit of
meagqurement shall be specified in accordance with ISO 11240 and the resulting terminology. Th¢ symbol and
the symbol identifier shallbg used.

7.6.2111.3 Depth

Whete applicable; the depth can be specified using a numerical value and its unit of measurement. The unit of
meagurement shall be specified in accordance with ISO 11240 and the resulting terminology. Th¢ symbol and
the symboal‘identifier shall be used.

7.6.2.11.4 Weight

Where applicable, the weight can be specified using a numerical value and its unit of measurement. The unit of
measurement shall be specified in accordance with ISO 11240 and the resulting terminology. The symbol and
the symbol identifier shall be used.

7.6.2.11.5 Nominal volume

Where applicable, the nominal volume can be specified using a numerical value and its unit of measurement.
The unit of measurement shall be specified in accordance with ISO 11240 and the resulting terminology. The
symbol and the symbol identifier shall be used.
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7.6.2.11.6 External diameter

Where applicable, the external diameter can be specified using a numerical value and its unit of measurement.
The unit of measurement shall be specified in accordance with ISO 11240 and the resulting terminology. The

symbol and t

he symbol identifier shall be used.

7.6.2.11.7 Shape

Where applicable, the shape can be specified. An appropriate reference terminology shall be used. The term

and the term

identifier shall be used.

7.6.211.8 C

Where appliq
and the term

7.6.2.11.9 In

Where appliq

7.6.2.11.10

Where appli
implementati

7.6.2.12 Oth

plour

able, the colour can be specified. An appropriate reference terminology shall be used.JThe|
identifier shall be used.

hprint

able, the imprint can be specified as text.

Image

ons.

er characteristics

Where applicable for a package item, a manufactured item or a device, other characteristics can bg

specified. T

7.6.2.12.1

The code s
identification

7.6.2.12.2

The individu
termand ac

his facility is useful for capturing unusual details not explicitly catered for in the other attribu

Other Characteristics code system

ystem that is used to describe ‘the characteristic shall be specified using an approj
system.

Other Characteristics.value

bl value from the Characteristics code system that applies shall be specified using a cont
bntrolled term identifier.

lient, Substance and Strength

term

cable, the image can be provided. The format of the image “attachment shall be specifi¢d by

tes.

briate

olled

7.7 Ingreq
7.71 Gen
This describ i

!’a'l : e Medteimat-Prodoctt - : | : H

em(s)

and the pharmaceutical product(s), based on ISO 11238, ISO 11239 and ISO 11240 and their resulting terminology.
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class Ingredients & Substances high lewel /

Substance
Manufactured Item

Ingredients. Strength Reference Strength

Specified Substance

Pharmaceutical
Product

Figure 15 — Ingredients, Substance and Strength section-high-level diagram

The |ngredients class and associated Substance, Specified Sub§tance, Strength and Referepce Strength
classes are used in the further description of Manufactured ltem ahd Pharmaceutical Product clgss.

Any gubstance or specified substance shall have its strength specified in accordance with the regujated product
information as applicable. Additionally, strength can be further specified by description of a referepce strength.
AgaiI, this shall be specified where applicable in accordance with the regulated product informafion.

Whem described, a reference strength shall specify either the substance or the specified substance thai it references.

7.7.2| Detailed description of Ingredients,-Substance and Strength information

class [ngredients & Substances detailed description /

Substance

Manufactured item
- Substance

0.1 I
| .
| 0.
‘ Ingredient elnvarisnts Strength rence Streps
B [Either cne of Substance - Reh Substance [0 1
- Ingredient Role or Specified Substance - Strength Range (F ) - o e roeaol [0..11
must be valued} - :’;’“9‘“ R""f: {fl‘:";e:“t“’"’ [0 0.7|. Referance Strength Rangd]
i . = C:ES“'E’SE" oint [0..1] - Refersnce Strength Messufement Point [0.1]
- H - untry [0.%] - Referznce Strength Countdy [0..%]
v | 0.
PharmaceuticalProduct |
H————— 0.1 \:’/

Specified Substance

- Specified Substance Group [0.1]
- Confidentiality Indicater [0..1]

Figure 16 — Ingredients, Substance and Strength section detailed description diagram

7.7.2.1 Ingredient

There shall be one instance of the Ingredient class for each actual ingredient of either the manufactured item
or pharmaceutical product, as appropriate.
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7.7.211

Ingredient role

The role of the ingredient as part of the manufactured item/pharmaceutical product shall be specified using an
appropriate controlled vocabulary. The controlled term and a term identifier shall be specified.

EXAMPLES

NOTE

Active substance, adjuvant, excipient.

7.7.2.2 Substance

A substance

can be specified for an ingredient in the role described.

There is a constraint that each ingredient shall be further described as either a substance or a specified substance.

The substan
term identifie

EXAMPLES

r shall be used.

Insulin human, amoxicillin trihydrate.

7.7.2.3 Sp¢cified Substance

A specified §

77231 S

When a speq
terminology.

EXAMPLE 1
EXAMPLE 2

EXAMPLE 3

77232 S

The groupto
can be speci

EXAMPLES

7.7.233 C

The confider

ubstance can be specified for an ingredient in the role described.

pecified Substance

ified substance is described, it shall be presented in accordance with ISO 11238 and its res
A term and a term identifier shall be used.

Specified substance group 1: simeticone.
Specified substance group 2: insulin human crystalline - rDNA manufacturer A.

Specified substance group 3: Water for Injection [USP].

pecified Substance group

which a specified substance is assigned in accordance with ISO 11238 and its resulting termin
fied. A term and a term identifier shall be used.

Specified substance group 1,

Specified substance’ group 2.

pnfidentiality indicator

tiality level of the specified substance information described for the ingredient can be spe

Ce shall be described in accordance with ISO 11238 and its resulting terminology. A term Jand a

ulting

blogy

cified

using an appropriate conirolled vocabulary. The controlled term and a term identifier shall be specified.

EXAMPLES

Confidential, no restriction.

7.7.2.4 Strength

The strength of the substance or specified substance shall be specified as a quantity of the substance/specified
substance present in a given manufactured item or pharmaceutical product. A numerator value and numerator
unit as well as a denominator value and denominator unit shall be specified.

Strength can be expressed in two ways: strength (presentation) and strength (concentration).
NOTE When the strength of a pharmaceutical product that has undergone a transformation (e.g. reconstitution) is to

be specified, it shall be specified using the strength resulting from transformation undertaken exactly in accordance with
the regulated product information.
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7.7.2.41 Strength Range (Presentation)

The strength range (presentation) shall be specified. It is defined as the quantity or range of quantities of the
substance/specified substance present in the unit of presentation of or in the volume (or mass) of the single
pharmaceutical product or manufactured item.

EXAMPLE 1 20 mg (per tablet).

EXAMPLE 2 10 mg/5 ml.

EXAMPLE 3 3,1 g/5mlto 3,7 g/5 ml.

Whe S on-shal-be-spes oc-in-accorda with 1ISO 11239
and its resulting terminology. The controlled term and a term identifier for the unit of presenidtion shall be

ied in the associated manufactured item or pharmaceutical product. The representationef'th
her described above in 7.6.2.10.3 for manufactured item or 7.8.2.1.2 for pharmaceuticalprod

trength expressed using standard units, the unit of measure symbol and the symbol identifi
D 11240 and its resulting controlled vocabulary shall be specified.

s information
Lict.

br as defined

7.7.214.2 Strength Range (Concentration)

The s$trength range (concentration) can be specified. It is defined as’a quantity or range of qugntities of the
subsfance/specified substance present per unitary volume (or mass):

EXANIPLE 1 2 mg/ml.

EXANIPLE 2 1,55 g/ml to 1,85 g/ml.

NOTH 1 This attribute is only required when the strength.xange (presentation) attribute is valued with the denominator
as a rjon-unitary amount.

EXANIPLE 3  Strength range (presentation) = 25.mg/5 ml; strength range (concentration) = 5 mg/ml.

NOTH 2  For solid dose forms, strength range" (concentration) is generally the same as strength (pregsentation) and
therefore is not required to be expressed separately; the strength (presentation) only is required. The represgentation of this

infornpation is described in this subclause:

Whe
ISO
shall
inforn

Fors
in IS

7.7.2

W required for expression Of)strength, the unit of presentation shall be specified in acc
1239 and its resulting terminology. The controlled term and a term identifier for the unit of
be specified in the associated manufactured item or pharmaceutical product. The represer
hation is further described in 7.6.2.10.3 for manufactured item or 7.8.2.1.2 for pharmaceuticj

trength expressed using standard units, the unit of measure symbol and the symbol identifi
D 11240 andhits resulting controlled vocabulary shall be specified.

4.3 , ‘Measurement point

Therg are Medicinal Products in jurisdictions where strength is measured at a particular point (for

brdance with
presentation
tation of this
| product.

er as defined

example the

strength of the ingredient in some inhalers is measured at a particular distance from the point of aerosolization).
In these instances, the measurement point can be described using text, as applicable.

7.7.2

4.4 Country

The country or countries for which the strength range (presentation) and (concentration) and associated
measurement point are valid can be specified using values from the ISO 3166-1 alpha-2 code elements.

If a measurement point is specified, one or more countries shall be described as applicable.

7.7.2

.5 Reference strength

Strength can be further described by a reference strength.

© 18O
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A reference strength is an expression of the strength in terms of either a reference substance or a reference
specified substance, or both.

EXAMPLE

7.7.251 R

Lithium carbonate 300 mg refers to a reference strength of 12,2 mmol lithium.

eference strength substance

If a reference strength substance needs to be specified based on the regulated product information, it shall be
described in accordance with ISO 11238 and its resulting terminology. A term and a term identifier shall be used.

7.7.252 R

If a referencsd
it shall be d¢
shall be used.

7.7.253 R

The referenc|

value and d¢

7.7.254 R

The referenc

7.7.255 R

Where a ref{
1ISO 3166-1 4

eference strength specified substance

strength specified substance needs to be described based on the regulated product inform
scribed in accordance with ISO 11238 and its resulting terminology. A term and a terfmyide

pference strength range

e strength range shall be specified. A numerator value and numerator unit'as'well as a denom
nominator unit shall be specified as described in 7.7.2.4.2.

pference strength measurement point

e strength measurement point, if applicable, can be described as outlined in 7.7.2.4.3.

pference strength country

brence strength country is applicable as outlined*in 7.7.2.4.4, it can be specified based o
Ipha-2 code elements.

7.8 Pharnmpaceutical Product and Device

7.8.1

This describ
pharmaceuti
characteristi

Generral

es the Medicinal Product(in) terms of its qualitative and quantitative composition and i
cal dose form approved for administration in line with the regulated product information. T
ts of the Medicinal Product are referred to as “pharmaceutical product”.

For certain medicines, a device_can form an integral part of the Medicinal Product, for example to suppo

administratio
information &

54

n of the medigine: In these instances, the pharmaceutical product contains the device comp
s an additiopal characteristic.

ation,
htifier

nator

n the

h the
hese

rt the
bnent
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class Pharmaceutical Product & Medical Device high lewvel /
Ingredients Pharmaceutical
ok Other
EEEEEE Characteristics
Device
Nomenclature
Medicinal Product] Pharmaceutical Device
Product
\ Derfice Batch
Ideptification
il"l'\vysical
PhPID Set Route of @yameﬁslx:s'
Administration 1)

A Mg
its qu
in lin
admi

The
desc

The pharmaceutical product may_be associated with a Device class, which represents informati

integ
this d
phys

The
in grg

The pharmaceéutical product is associated with a set of PhPIDs, as documented in ISO 11616.

7.8.2

Figure 17 — Pharmaceutical Product and Device section high-level diagram

dicinal Product is associated with the Pharmaceutieal Product class, describing the produ
alitative and quantitative composition and the;pharmaceutical dose form approved for a
e with the regulated product information. It.is the pharmaceutical product therefore that
histration information for the administration_process.

pbharmaceutical product is associated_with various pharmaceutical product characteristic
ibe various aspects of the pharmaceutical product, such as its onset of action.

ral device to support the-administration of the product, and therefore is of type “integratg
ase, the device is in effect’an “ingredient” of the pharmaceutical product. The device can
cal characteristics and-ether characteristics associated with it.

harmaceutical product shall be described in terms of the ingredients it contains. Ingredients 3
ater detail in{Z:#

Detailed description of Pharmaceutical Product and Device information

tt in terms of
dministration
has route of

5, which can

bn about any
d device”; in
have a set of
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class Pharmaceutical Product & Device detailed description /

Ingredients

Route of Administration

- Route of Administration

Medicinal Product

Pharmaceutical Product

- Administrable Dose Form

T T oF Fresentation 0. 1]
- Pharmaceutical Product Quanti

Other Characteristics

- Other Characteristics Code Systemn
-  Other Characteristics Value

0.~

Dewvice

Dewvice Nomenclature

- Device Type

- Device Trade Mame [0..1]

- Device Quantity

- Device Listing Mumber [0..1]
- Model Number [0..1]

Al

- Momenclature System
- Nomenclature Value
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- Device Alternate Material [0..7]

- Allergenicity Indicator [0..%]

- Sterility Indicator [0..1]

- Sterilisaticn Requirement Indicator [0..1]
- Device Usage [0..1]

Product Ch

PhPID Set
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- Phg

maceutical Product Characteristics Code System
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- PhPFID Identifier Set
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- Height[0..1]
- Width [0..1]

- Depth[D..1]

- Weight [0..1]

- Mominal Violume [0..1]
- External Diameter [D..1
- Shape[D..1]

- Colour[0..1]
- Imprint[0..1] ’

- Image[D..7] ’A-<‘)

Device

T

N
+ tch
+, tion Date

Figy

7.8.21 Pha

A pharmace
pharmaceuti
product infor

7.8.211 A

This shall de|
after it has u

be specified,
EXAMPLES

NOTE 1 In
of the manufa

re 18 — Pharmaceutical Product and Device section detailed description diagram

rmaceutical Product

htical product shall be described in terms\of its qualitative and quantitative composition an
cal dose form approved for administration (administrable dose form) in line with the regy

mation.

dministrable dose form

scribe the administrable, dose form in accordance with the regulated product information. T
hdergone any necessary reconstitution, where applicable. The administrable dose form sh
specified in §ccordance with ISO™1239 and the resulting terminology. The term and the term identifier

Tablet, capstle, oral solution, solution for injection.

certaininstances the administrable dose form differs from the manufactured dose form when a transforn

cturéd dose form has been

carried out.

d the
lated

his is
all be
shall

hation

NOTE2  Th

€ manutactured dose forms of two manufactured 1tems are described as "powder for solution Tor Injectio

nN” and

“solvent for solution for injection” which after transformation correspond to the administrable dose form “solution for injection”.

7.8.21.2 U

nit of presentation

The unit of presentation is a qualitative term describing the discrete unit in which a pharmaceutical product is
presented to describe strength or quantity in cases where a quantitative unit of measurement is not appropriate.
Itis a term and a term identifier as defined in ISO 11239 and the resulting terminology.

For pharmaceutical products whose strength is measured as a quantity of weight or volume, the “unit of
presentation” can be specified as the immediate (lowest level) container. For solid dose forms and other items
whose strength is described on the basis of the amount in the unit of presentation, and which are counted in
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integer quantities, the unit for quantity shall be “1 unit” and the unit of presentation shall be the item that is
counted, specified as a term and a term identifier as defined in ISO 11239 and the resulting terminology.

EXAMPLE 1

EXAMPLE 2  To describe quantity: a bottle or vial “contains 100 ml per bottle” (unit of presentation = bot

7.8.2

.1.3 Pharmaceutical product quantity

Todescribe strength: atablet, spray or puff “contains 100 mcg peractuation” (unitof presentation =actuation).

tle).

The quantity (or count number) of the pharmaceutical product shall be described. It shall be specified as a
value and a unit, and the units shall be specified as a symbol and a symbol identifier as defined in ISO 11240

and t

e resulting controlled vocabulary

Fors
be “1

7.8.2

The 1
is tak

blid dose forms and other items that are measured by counting integer quantities, the unitfor
unit” and the unit of presentation shall be the item that is counted.

2 Route of administration

en into or makes contact with the body.

The foute of administration shall be specified using terms and a term, identifiers as defined in IS

its re

EXAN

7.8.2

This ¢

7.8.2

The
ident

7.8.2

The i
contrl

EXAN

sulting terminology.

IPLES Oral, subcutaneous, ophthalmic.

3 Pharmaceutical product characteristics

lass can be used to describe various characteristics-of the pharmaceutical product, such asits o

3.1 Pharmaceutical product characteristics code system

code system being used to describe the type of characteristic shall be specified using ar
fication system.

3.2 Pharmaceutical product characteristics value

ndividual value from the, code system that describes the actual characteristic shall be speg
plled term and a controlled term identifier.

IPLES Charactéristic code system: onset of action types

Characteristic value: immediate acting

nuantity shall

oute of administration is a concept that is used to describe the path by which the pharmacedltical product

O 11239 and

hset of action.

appropriate

ified using a

Characteristic code system: regulatory classification

Characteristic value: advanced therapy

Characteristic code system: regulatory classification

Characteristic value: biologic

7.8.2.4 Device (Pharmaceutical Product)

For pharmaceutical products, only those situations where the associated Medicinal Product is combined with
a medical device and where the pharmacological, immunological or metabolic action should be considered as
the principal mode of action, the medical device presented as part of the Medicinal Product, shall be described,
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using the Device, Physical Characteristics and Other Characteristics classes. The detail of these three classes
is as described in 7.6.2.7, 7.6.2.8 and 7.6.2.12 respectively. For products where this occurs (e.g. the skin
scaffold situation) the device is in effect being considered as an “ingredient” of the pharmaceutical product,
and is therefore described here, because it will be referenced in the PhPID identification of the pharmaceutical

product (see

7.8.2.5).

7.8.2.5 PhPID Set

This class shall carry the relevant identifiers as defined by ISO 11616. This provides a uniform representation
of the pharmaceutical product using the substance(s)/specified substance(s), their (reference) strength(s), the
administrable dose form and, where applicable, the integral device.

7.9 Clinic

al Particulars

7.9.1 Genejral

This section
Product. This

NOTE A
implementatiof

specifies information that primarily refers to the description of the clinical particulars for a Medjcinal

information shall be described for each Medicinal Product.

h so that this information is to be specified only if required.

jurisdiction may further refine the requirements in relation to the clinical particulars information at
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class Clinical Particulars high lewel /

Lledi::inal Product

N

v
%Q Figure 19 — Clinical Particulars section high-level diagram

A Mg o@nal Product is associated with a set of clinical particulars. These consist of informatipn about the

Medicinal Product’s indication(s), its contra-indication(s), its undesirable effect(s) and its interactions.

Both indication(s) and contra-indication(s) can be qualified by information about a specific population that any
particular indication or contra-indication refers to and by information about other therapy specifics, i.e. the use
of the Medicinal Product in relation to other medication.

Interaction information has the interactant specified in a separate class.
NOTE The Clinical Particulars class itself is a conceptual “parent” class, drawn into the high-level drawings for

ease of visualization; it does not hold information in and of itself, and therefore it is not realized in the detailed description
attribute model (see 7.9.2).

7.9.2 Detailed description for Clinical Particulars information
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class Clinical Particulars detailed description /

Medicinal Product

N
S
Figure 20 — Clinical Particulars section detaié& description diagram
&
7.9.21 Therapeutic Indication \Q)$
This class shall be used to describe the authorized inx@ation(s) for the Medicinal Product in accordance with
the regulated product information. O
N
NOTE A |jurisdiction may further refine the [eg.ﬂrements in relation to the therapeutic indication(s) informatjon at
implementation so that this information is to b(@eeified only if required.
7.9.2.1.1 Indication text O
The authorizpd therapeutic indir.@)n(s) shall be described in text.
EXAMPLE Treatment of @?ne pancreatic insufficiency due to cystic fibrosis or other conditions.
7.9.21.2 Indicatio Y‘~diseaselsymptom/procedure”
The underlying i&ése, symptom or procedure that is the indication for treatment shall be specified a5 it is
referenced i The

controlled te
EXAMPLE 1
EXAMPLE 2

EXAMPLE 3

79.213 D

T@ regulated product information using an appropriate controlled reference terminology

Treatment of primary hypertension.

Relief of motion sickness.

Prior to_emergency surgery.

isease status

The status of the disease or symptom of the indication can be specified as it is referenced in the regulated
product information using an appropriate controlled vocabulary. The controlled term and the controlled term

identifier sha

EXAMPLE 1

60

Il be specified.

Treatment of chronic active liver disease.
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EXAMPLE 2  Management of refractory hypercalcaemia.

EXAMPLE 3 Treatment of metastatic breast cancer.

7.9.2

1.4 Co-morbidity

If there is any co-morbidity (concurrent condition) or co-infection described as part of the indication as it
is referenced in the regulated product information, it can be specified here using an appropriate controlled
reference terminology. The controlled term and the controlled term identifier shall be specified.

EXAMPLE 1 Treatment of exocrine pancreatic insufficiency due to cystic fibrosis.

EXAN

7.9.2

The i
the r
contr]

EXAN
EXAN
EXAN
EXAN
EXAN
EXAN

NOTH
inteng
target

7.9.2

If the

EXA

7.9.2

This
in the

IPLE 2 Treatment of pneumocystitis pneumonia in AIDS.

1.5 Intended effect

ntended effect, aim or strategy to be achieved by the indication can be specified as it is
bgulated product information using an appropriate controlled vocabulary. The controlled
plled term identifier shall be specified.

PLE 1 Prophylaxis of acid aspiration.

IPLE 2  Diagnosis of hypopituitarism.

IPLE 3  Palliative therapy for trigeminal neuralgia.
IPLE 4 Reduction of symptoms in hayfever.

IPLE 5 Maintenance treatment in end-stage renal failufe:

IPLE 6  Passive immunization against rabies infection.
The Intended Effect is specifically the part of the Indication that describes the type of outd

ed for the target condition, whereas the Indication is the full text description of the benefits from the m|
condition in the target population.

1.6 Timing/duration

Fe is timing or duration infermation described as part of the indication as it is referenced in

prod’:tct information, it can be specified here.

PLE Preventionofatherothrombotic events in patients with ischaemic stroke (from 7 days until less

eferenced in
erm and the

ome or result
edicine for the

he regulated

han 6 months).

2 Contra-Indication

Class shalkbe used to describe the authorized contra-indication(s) for the Medicinal Product
regulated product information.

NOTH

as described

A jurisdiction may further refine the requirements in relation to the contra-indications

nformation at

implementation so that this information is to be specified only if required.

7.9.2.2.1 Contra-indication text

The text of the contra-indication(s) in line with the regulated product information shall be described.

EXAMPLE Contra-indicated in the presence of severe/significant renal impairment.
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7.9.2.2.2 Contra-indication as “disease/symptom/procedure”

The underlying disease, symptom or procedure of the contra-indication shall be specified as it is referenced in
the regulated product information using an appropriate controlled reference terminology. The controlled term
and the controlled term identifier shall be specified.

EXAMPLE 1

EXAMPLE 2

79.223 D

Contra-indicated in ulcerative disorders of the Gl tract.

Contra-indicated in recent or active_hepatitis.

isease status

The status off
product infor
identifier shal

EXAMPLE 1
EXAMPLE 2

79.224 C

If there is amy co-morbidity (concurrent condition) or co-infection described as part of the indication

is referenced
reference ter

EXAMPLE 1
EXAMPLE 2

7.9.2.3 Undesirable Effects

This class s
regulated prq

NOTE A
implementatiof

79.231 U

The text of tH
EXAMPLE

79.232 U

The symptor]

hdesirable’ effect as “symptom/condition/effect”

the disease or symptom of the contra-indication can be specified as it is referenced in the regy
mation using an appropriate controlled vocabulary. The controlled term and the controlied
Il be specified.

Contra-indicated in recent or active hepatitis.

Contra-indicated in refractory heart failure.

p-morbidity

in the regulated product information, it can be specified here) using an appropriate cont
minology. The controlled term and the controlled term identifier shall be specified.

Contra-indicated in myocardial insufficiency due to cor pulmonale.

Contra-indicated in pulmonary oedema due to mitral stenosis.

hall be used to describe the undesirable “effects of the Medicinal Product as described i
duct information.

jurisdiction may further refine the requirements in relation to the undesirable effects informat
h so that this information is to bé:specified only if required.

hdesirable effect text

e undesirable effectshall be given.

Hepatic toxiCityincluding rare cases of fatalities.

n,condition or effect in relation to the undesirable effect as described in the regulated pr

information

lated
term

as it
rolled

n the

on at

bduct

hall be cpnr\ifind ||cing an npprnprinfn controlled reference fnrminnlngy The controlled ter

h and

the controlled term identifier shall be specified.

EXAMPLE 1
EXAMPLE 2
EXAMPLE 3
EXAMPLE 4

62

Hepatic toxicity.
Erythema multiforme.
Headache.

Hypercalcaemia.
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7.9.2.3.3 Symptom/condition/effect classification

The classification of the “symptom/condition/effect” can be specified. The controlled term and the controlled
term identifier shall be specified using an appropriate controlled reference terminology.

EXAMPLE Gastrointestinal disorders (for undesirable effect = gastric ulceration).
EXAMPLE 2  Skin and subcutaneous tissue disorder (for undesirable effect = urticaria).

EXAMPLE 3  Nervous system disorders (for undesirable effect = migraine headache).

7.9.2.3.4 Frequency of occurrence

The ffequency of occurrence of the “symptom/condition/effect” can be specified, using an appropri:Lte controlled
vocabulary. The controlled term and the controlled term identifier shall be specified.

EXANIPLES Rarely, very rarely, less than 1 %.

7.9.214 Population specifics

This tlass can be used to describe the population for which a particular indication or contra-indidation applies
as adthorized for the Medicinal Product in accordance with the regulated-product information.

7.9.2141 Age

The gge group of the specific population for an indication or a.centra-indication as authorized for {he Medicinal
Product in accordance with the regulated product informatien can be specified using an approprigte controlled
termiphology. The controlled term and the controlled term identifier shall be specified.

EXANIPLE 1 Contra-indicated in elderly patients with diabetes mellitus.

EXANIPLE 2 Contra-indicated in adolescents.

7.9.214.2 Age range

The age range of the specific population for an indication or a contra-indication as authorized for {he Medicinal
Prod{ict in accordance with the regulated product information can be specified.

EXANPLE 1 For treatment.ef coughs in children older than 12 months and younger than 4 years.

EXANIPLE 2 Adults over 35 years with primary hyperlipidaemia.
NOTH Either age orage range should be specified for a single indication/contra-indication; both should ngt be specified.

7.9.214.3 Gender

The gender of the specific population for an indication or a contra-indication in accordance with the regulated
produictinformation shall be specified using ISO/IEC 5218.

EXAMPLE For the treatment of men with prostate cancer.

7.9.2.4.4 Race

The race of the specific population for an indication or a contra-indication in accordance with the regulated
product information can be specified using an appropriate controlled terminology. The controlled term and the
controlled term identifier shall be specified.

EXAMPLE Contra-indicated in Afro-Caribbean patients.
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7.9.2.4.5 Health status specifics

Various aspects of the health status of the specific population for an indication or contra-indication in accordance
with the regulated product information can be specified using an appropriate controlled reference terminology.
The controlled term and the controlled term identifier shall be specified.

EXAMPLE 1
EXAMPLE 2
EXAMPLE 3

EXAMPLE 4

Nutritional status: malnourishment, vitamin deficiency, over-weight, under-weight.
Natural events: menopause, pregnancy, lactation.

Clinical chemistry/haematology: low CD4 count, hyperkalaemia.

General status: dnhilifnfinn’ immllnndnfir‘innr‘y

7.9.2.5 Oth

If there is inf

er therapy specifics

brmation about the use of the Medicinal Product in relation to other therapies described as p

the indication or contra-indication in accordance with the regulated product information, this_ean be spe

using this inf

79.251 T

The type of
therapy shall
term identifig

EXAMPLE 1
EXAMPLE 2
EXAMPLE 3

EXAMPLE 4

brmation structure.

herapy relationship type

relationship between the Medicinal Product indication or contra-indication and a specific
be specified using an appropriate controlled vocabulary. The.controlled term and the cont
r shall be specified.

To be used as co-therapy with beta-blockers in the treatment™of...
Contra-indicated when past therapy with...
Indicated for second line treatment with steroids.for...

Indicated prior to treatment with DMARDSs.

7.9.2.5.2 Medication

Reference to
of Medicinal
product inforf
term and the

EXAMPLE 1
EXAMPLE 2
EXAMPLE 3

EXAMPLE 4

a specific medication, which can be expressed as an active substance, Medicinal Product or
Products, as part of a specific indication or contra-indication in accordance with the regd
mation shall be specified.using an appropriate controlled reference terminology. The cont
controlled term identifier shall be specified.

Prevention of atherothrombotic events in combination with acetyl salicylic acid.
Treatment ofdype 2 diabetes mellitus combination with sulfonylureas.
Prior to.treatment with DMARDs.

Cantra-indicated if previous exposure to alkylating agents.

art of
cified

other
rolled

class
lated
rolled

7.9.2.6

Interactions (with other Medicinal Products and other forms of interaction)

This class shall be used to describe the interactions of the Medicinal Product and other forms of interaction as

described in

7.9.2.6.1

the regulated product information.

Interactions text

The text of the interaction in accordance with the regulated product information shall be provided.

EXAMPLE

The effect of phenytoin on warfarin is variable and prothrombin times should be determined when

these

agents are combined. Serum level determinations are especially helpful when possible drug interactions are suspected.

64
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.6.2 Interactions type

The type of interaction in line with the regulated product information shall be described using an appropriate
controlled reference vocabulary.

EXAMPLES Drug-drug interaction, drug-food interaction, drug-laboratory test interaction.

7.9.2

.6.3 Interaction effect

The effect of the interaction in line with the regulated product information shall be described using an appropriate
controlled reference vocabulary.

EXAN

7.9.2

Thei
an af

EXAN

7.9.2

6.4 Interaction incidence

hcidence of the interaction in accordance with the regulated product informatiofi-shall be de
propriate controlled reference vocabulary.

IPLES No interaction, theoretical interaction, observed interaction.

6.5 Management actions

The actions to provide management of the interaction in accordanee with the regulated produg

shall

EXAN

7.9.2
This
interd

7.9.2

The
ident

EXAN
EXAN

EXAN

7.9.2

The

be described using an appropriate controlled reference vogabulary.

IPLES Caution in concomitant use, dose reduction of secondary interactant, concomitant use notr

7 Interactant

class shall be used to describe the specific medication, food or laboratory test that is th
ctant of the interaction as described in the-regulated product information.

7.1 Interactant code system

code system being used to-describe the secondary interactant shall be specified using ar
fication system.

IPLE 1 Interactant code system: WHO Anatomical Therapeutic Chemical (ATC) Classification Sys
IPLE 2 Interactant code system: SubsID (ISO 11238).

IPLE 3 Interactant code system: MedDRA.

7.2 JInteractant value

ndividual value from the code system that describes the actual interactant shall be sped

IPLES Serum level of secondary medication reduced, gastric absorption of primary medication inhpaired.

scribed using

t information

ecommended.

e secondary

appropriate

tem.

ified using a

controlled term and a controlled term 1dentifier.
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EXAMPLES

Interactant code system: WHO Anatomical Therapeutic Chemical (ATC) Classification System

Interactant value: JO2AB imidazole derivatives

Interactant code system: SubsID (ISO 11238)

Interactant value: 123-ABC-XYZ phenytoin (base)

Interactant code system: SubsID (ISO 11238)

8 Identify

8.1 Genel

This section

and which afe subject to an investigation in one or more clinical trials. The section also applies to authg
bducts that are subject to investigation in a clinicalhtrial but are used or assembled (formulated or

Medicinal Pr
packaged) in

“Investigatiomal Medicinal Product” refers to a Medicinal Product being tested in a clinical trial, includin

trial medicati

8.2 Primary identifiers

8.2.1 General considerations

To satisfy thq

Interactant value: 333-XYZ-KLM grapefruit juice

Interactant code system: MedDRA

Interactant value: 10005455 — blood cortisol

ying characteristics for Investigational Medicinal Products

al

describes Investigational Medicinal Products (IMPs) that do not have a marketing authoriz

a way different from the authorized form, or whén used for an unauthorized indication.

on(s), each comparator and each placebo as defined in the clinical trial protocol.

b requirements as déscribed in 4.1, the following four identifiers shall be specified:
- Investigational Medicinal Product Identifier;

- Investigatianal Medicinal Product Package ldentifier;

a) IMPID
b) IPCID
c) IBAID 1

MedicinTI Product, which appears on the outer packaging of the Investigational Medicinal Product;

— Investigational Medicinal Product Batch Identifier, allocated to a specific batch of an Investiga

ation
rized

g the

tional

d) IBAID_2—Investigational Medicinal Product Batch Identifier, allocated to a specific batch of an Investigational
Medicinal Product, which appears on the immediate packaging, where this is not the outer packaging.

In addition, there is an association with Pharmaceutical Product Identifiers (PhPIDs) as defined in ISO 11616.
While the elements related to the PhPID are identical for authorized Medicinal Products and Investigational
Medicinal Products, the regulatory information and additional characteristics may differ, which are outlined in

this section.

Further detai

66

Is as regards the use of these identifiers can be provided in implementation guidance.
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8.3 Investigational Medicinal Product Identifier (IMPID)

8.3.1 General considerations

For each Investigational Medicinal Product, a unique IMPID shall be assigned. The IMPID shall be allocated in
addition to any existing identifier as ascribed by a Medicines Regulatory Agency in a jurisdiction or a sponsor
of a clinical trial. This is for indexing purposes and to contribute to improving patient safety by allowing for the
unique identification of Investigational Medicinal Products worldwide.

The IMPID shall use a common segment pattern related to an Investigational Medicinal Product, which when
each segment is valued, shall define a specific IMPID concept. The pattern is:

a) (Country code segment (ISO 3166-1 alpha-2 code elements);
b) $ponsor (Organization Identifier) code segment;
c) $ponsor product code and/or regulator product code (depending on regional reGuirements) segment.

Any ¢hange of the values related to these three code segments shall result in the assignment of @ new IMPID.

8.3.2| IMPID Code segments

The IMPID code segments shall be generated as described below;

8.3.21 Country Code segment

This code segment shall reflect the jurisdiction(s) where thelinical trial application is submitted tq a Medicines
Regylatory Agency. The ISO 3166-1 alpha-2 code shall be used. If there are multiple countries aythorizing the
clinicgl trial, then multiple country codes are entered-into the country code segment.

8.3.2|2 Sponsor (Organization Identifier) Code segment

This [code segment shall reflect the unigue identifier of the sponsor (organization) of the Irvestigational
Meditinal Product. An international coding system for unique sponsor (organizations) identifiers cgn be applied,
if avdilable.

8.3.213 Sponsor Product Code and/or Regulator Product Code (depending on regional rejquire-
menis) segment

This [code segment-shall reflect a unique Investigational Medicinal Product identifier assigned to the
Invegtigational Medicinal Product. It utilizes the following attributes to define a single Investigational Medicinal
Prodlict, to whichyacode is assigned:

a) substanees(active)/specified substances (e.g. active, adjuvant);

b) device(s) (where an investigational Medicinal Product is combined with a medical device apd where the
harmacoiogicat, Immunoiogical or metabolic action shoutd be considered as the principal mode of action,
the medical device is presented as part of the Investigational Medicinal Product);

c) therapeutic indication(s) studied in the clinical trial.

A separate unique IMPID shall be assigned whenever any of the above items of information for an Investigational
Medicinal Product are different in any way that is relevant to the Medicines Regulatory Agency’s process.

This process may result in changes to the IMPID for an Investigational Medicinal Product when existing
regulatory identifiers would not change. This International Standard does not require such existing regulatory
identifiers to be changed in step with the IMPID. Each jurisdiction can continue with its existing working
practices for existing identifiers.
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8.4

8.4.1

Investigational Medicinal Product Package Identifier (IPCID)

General provisions

For each packaged Investigational Medicinal Product, a unique IPCID can be assigned.

The IPCID shall use a common segment pattern related to a package of an Investigational Medicinal Product,
which when each segment is valued, shall define a specific IPCID concept. The pattern is:

a)

b) package

IMPID for the Investigational Medicinal Product;

Any change
The IPCID ¢

dpcr‘rilntinn cade Qngmnnt which refers to a ||ninI||n identifier for each Ihnr‘k:\g(z

n the values related to these code segments shall result in the assignment of a new IRCID:.

bde segment shall use the defining attribute sets as described below:

8.4.2 Package Description Code segment

This code s€|
Product. It sh

gment shall reflect a code assigned to each package presentation of an.Investigational Med
all use the following defining attribute set:

icinal

a) packagq item (container)(s) — the type, quantity (items per package), matérial(s) and alternate matenal(s);
b) packagg component(s) — type, material(s) and alternate material(s);
¢) manufagtured item(s) — manufactured dose form, unit of presentation, quantity (items per package)

A separate u
Investigation

This processg
International

nique IPCID shall be assigned whenever any of the-aforementioned attribute sets of a pack
bl Medicinal Product are different in any way thatis relevant to the medicines regulatory pro

may result in changes to an IPCID when-existing regulatory identifiers would not change
Standard does not require such existing“regulatory identifiers to be changed in step wit

aged
cess.

This
h the

IPCID. Eachljurisdiction may continue with its existing working practices for existing identifiers.

8.5 Investigational Medicinal Product Batch Identifier (IBAID_1)

For each Inestigational Medicinal Product, an IBAID 1 can be assigned. The IBAID_1 shall use the patch
number allogated by the manufacturer or sponsor and the expiration date together with the IPCID. The IBAID_1
shall use thg batch number as.it"appears on the outer packaging of a specific batch of the Investigational
Medicinal Prpduct.

The IBAID_1| shall use a.cemmon attribute set related to an Investigational Medicinal Product, which whgn all
of them havd a value,define a specific IBAID 1 concept:

a) IPCID;

b) batch number (outer packaging):

C) expiration date (optional attribute) (month/year) using the ISO 8601 date format.

8.6 Investigational Medicinal Product Batch Identifier (IBAID_2)

For each Investigational Medicinal Product, an IBAID_2 can be assigned. The IBAID 2 shall use the batch
number allocated by the manufacturer or the sponsor and the expiration date together with the PCID. The
IBAID_2 shall use the batch number as it appears on the immediate packaging, where this is not the outer
packaging, of a specific batch of the Investigational Medicinal Product.

The IBAID_2 shall use a common attribute set related to a packaged Investigational Medicinal Product, which
when all of them have a value, define a specific IBAID 2 concept:

a) IPCID;
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b) batch number (immediate packaging, when not the outer packaging);

c) expiration date (optional attribute) (month/year) using the ISO 8601 date format.

9 Information for an Investigational Medicinal Product

NOTE In the following subclauses, information is given only where it differs from that given for the authorized
Medicinal Product.

9.1 Conceptual overview of the information for an Investigational Medicinal Product

descfyibed in the text below shall apply in order to identify and characterize an InvestigationaHVieditinal Product

In ad’[jition to the primary identifiers described in 8.5 and 8.6, the main concepts modelled imFiigure 19 and
itself is identified by the IMPID.

whic

class Inwvestigational Medicinal Product Owerarching Model /

Inwestigational ]
Clinical Medicinal Product Version
Particulars Hame
1.-
1.0
1
Inyestigational
: Manufacturer
Pharmaceutical Medidinal Product o
Product stablishment

1 g, -| (©rganisaticn)

0.* 1

il
\J
61ve5£galiurﬂ Clinical Trial
ackaged Medicinal Authorisation
Product

Figure 21 — Investigational Medicinal Product overarching model

9.1.1 Investigational Medicinal Product

This section specifies the IMPID together with the information that uniquely identifies and characterizes an
Investigational Medicinal Product as authorized for investigation in a clinical trial by a Medicines Regulatory
Agency in a jurisdiction.

9.1.2 Investigational Medicinal Product name

This section specifies the name of the Investigational Medicinal Product as given by a sponsor, together with
an analysis of the name into various parts. There are some small differences between this section and the
equivalent section for the authorized Medicinal Product; these are described in more detail below.
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9.1.3 Version

This section specifies the versioning of the core identifiers related to an Investigational Medicinal Product, as
well as the characteristics associated with the Investigational Medicinal Product and the documentation that

supports the

This section

versioning.

is as it is for the authorized Medicinal Product.

9.1.4 Clinical Trial Authorization

This section specifies the information about the clinical trial authorization as issued by a Medicines Regulatory

nnnnnn

a

Agency, whigh—grants—permission—te—a—spenrsor—to—place—anr—tavestigatonalMedicinalProduetinte—tia] in a
specific jurisgdiction.

9.1.5 Manufacturer/Establishment

This sectiop specifies characteristics about the manufacturing and other asseciated opergtions
and their adthorizations as issued by a Medicines Regulatory Agency, which grants permission|to a
manufacturef/establishment to undertake manufacturing and other associated operations related fo an
Investigationpl Medicinal Product in a specific jurisdiction.

This section|is as it is for the authorized Medicinal Product, with the requirement for the information optional
rather than mpandatory.

9.1.6 Invesdtigational Packaged Medicinal Product

This section|specifies the information about the packaging and{container(s) of an Investigational Medicinal
Product and any associated device(s) which are an integtal part or provided in combination with the
Investigationpl Medicinal Product, as supplied for a clinical frial. It also specifies the ingredient information for
the manufaciured item(s).

This section|is as it is for the authorized Medicinal-Product, with the requirement for the information optional
rather than mpandatory.

9.1.7 Pharmaceutical Product

This section|specifies information abaut the Investigational Medicinal Product in the dose form and Jroute
of administrgtion(s) to be studied. in line with the trial protocol. It also includes reference to the assogiated
PhPID(s) and the ingredient(s) far-the pharmaceutical product. Where applicable, the pharmaceutical prpduct
can also inclfide information.en-a medical device, if it is an integral part of the Investigational Medicinal Prpduct
(e.g. scaffolding or net for@.cell therapy Medicinal Product).

9.1.8 Clinigal Particulars

This section [specifies information about the clinical particulars of the Investigational Medicinal Product in line
with the StUd_,’ prnfnr‘nl and-the in\/neﬁgafnr’e brochure

This section

NOTE
implementatio

9.2

is as it is for the authorized Medicinal Product.

n so that this information is to be specified only if required.

Investigational Medicinal Product

A jurisdiction may further refine the requirements in relation to the clinical particulars information at

This section specifies the IMPID together with the information that uniquely identifies and characterizes an
Investigational Medicinal Product as approved for investigation in a clinical trial by a Medicines Regulatory
Agency in a jurisdiction.

The general pattern of information is as for an authorized Medicinal Product, with some additional attributes.
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Country / Language

- Country
- Jurisdiction [0..1]
- Languages

class Investigational Medicinal Product detailed description /

Regulated Document

Document Type
Document |dentifer
Regulated Document
Document Effective Date

Investigational Medicinal Product
Name

Name [0..1]

Code [0..1]

Invented Name Part [0..1]
Scientific Mame Part [0..1]
Strength Mame Part [0..1]
Pharmaceutical Form Part [0..1]
Formulaticn Part [0..1]
Intended Use Part [0..1]

Target Population Part [0..1]
Container or Padk Part [0..1]
Device Part [0..1]

Trademark or Company Part [0..1]
Time / Pericd Part [0..1]
Flavour Part [0..1]

Version

- Version Date
- Version Identifier [0..1]

1.=

Investigational Medicinal Product

IMPID

Combined Pharmaceutical Dose Forf .. 1]

MPID Cross-Reference [0..7]
Sponsor Product Code [0..1]
Regulator Product Code [0..1F
Faediatric Use Indicator [0

Inwestigational [Medicinal
Preduct Clasjification

<

Classification fystem
Classification Bystem Valus

9.21

This
Reg(

9.21

Thei

9.2.1

1.1 IMPID

1 Investigational Medijcinal Product

12) Combined pharmaceutical dose form

Hentifierfor the Investigational Medicinal Product shall be always specified, as text.

Figure 22 — Investigational(Medicinal Product section detailed description diagrfam

Fepresents the Investigational Medicinal Product as authorized for use in a clinical trial by|la Medicines
latory Agency in a-specific jurisdiction and has the following attributes.

The combined pharmaceutical dose form shall be specified, where applicable, as described in 7.2.2.1.2.

9.2.1.1.3 MPID cross reference

Where an authorized Medicinal Product is subject to investigation in a clinical trial but is used or assembled
(formulated or packaged) in a way different from the authorized form, or when used for an unauthorized
indication, it shall be specified as an Investigational Medicinal Product based on the characteristics described
in this section.

A cross reference to the MPID of the authorized Medicinal Product shall be included for reference purposes.

There may be occasions where more than one MPID is cross-referenced, if an IMPID is representing a new

thera

© 18O

peutic regimen.
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9.2.1.1.4 Sponsor product code

The product code (identifier) for the Investigational Medicinal Product as designated by the sponsor can be
specified, in text. Either this code or the regulator product code (below) shall be specified.

9.2.1.1.5 Regulator product code

The product code (identifier) for the Investigational Medicinal Product as designated by the Medicines Regulatory
Agency can be specified, in text. Either this code or the Sponsor Product Code (above) shall be specified.

9.2.1.1.6 Paediatric use indicator

If the Investig
controlled vg

EXAMPLE

ational Medicinal Product refers to a specific paediatric formulation, this can be specified u$
cabulary. A term and a term identifier shall be used.

Specific paediatric formulation.

9.2.1.2 Verpion

Versioning s

9.21.3 Reg

“Regulated d
other regulat
as described

nall be applied as described in 7.2.2.2.

julated document

ocument” can refer to, for example, the investigator’s brochure, the clinical trial protocol an
cd product information (as applicable for authorized Medicinal Products), which shall be spe
in7.2.2.3.

9.2.1.4 Inv

stigational Medicinal Product classification

The Investigational Medicinal Product can be classified according to various classification systems, which
be jurisdictional or international. One or more of thesevarious classifications of the product can be spe

as describe

9.21.5 Inv

9.21.51 N

The full and
as text. Unlil
Medicinal Pr

9.21.52 C

in7.2.24.

stigational Medicinal Product name

ame

complete Investigational Medicinal Product name as assigned by the sponsor can be spe|
e the authorized-edicinal Product name, this information is not mandatory for Investiga
bducts, but either'this attribute or the product code attribute below shall be valued.

pde

The Investig

tiohal'Medicinal Product may, in its initial development, be described by an informal “code” 1

ing a

d any
cified

may
cified

cified
ional

ather

than by name;_this shall be specified here, where applicable.

EXAMPLE

A&BG93.

For all the other name part attributes, the information is as described previously in 7.2.2.5.

9.2.1.6 Country/language

The country and language shall be specified as described in 7.2.2.6.

9.3 Clinical Trial Authorization

A clinical trial authorization is issued by the appropriate Medicines Regulatory Agency. In compliance with
the laws and regulations applicable in a jurisdiction, an authorization is required before an Investigational
Medicinal Product can be studied in a clinical trial.
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class IMPID Clinical Trial Authorisation detailed description /

Sponsor
{Crganisation)

Clinizal Trial Authorisation

Inwestigational -
Medicinal Product -

Registratiocn Mumber
Investigation Code
Country [1..7]
Protocol Humber
Autheorisation Date
Anticipated End Date

Agency (Orgg

@dicin&s Rggulatory

nisation)

1

Lezal Clinical Trial Authorisation

Drug Safety Update Report Submission

- Loecal Investigation Code

- Jurisdigtion [1..7]

- Leoecal Authorisstion Date

- Local Anticipated End Cate

- Loecal Clinizcal Trial Registration Mumber

- Frequency of Submission of DSUR

- Dates of Submission [1..7]

- Dewvelopment International Birth Date
- Reference Date

- Data Lodk Peint

9.3.111 Clinical Trial Authorization

An Inyestigational MediCinal Product shall have a clinical trial authorization specified, using the followin

9.3.1]1.1 Registration number

The fegistration number (identifier) for a clinical trial in a jurisdiction shall be specified, in text.

9.3.111:2" Investigation code

Figure 23 — Clinical Trial Authorization section detailed description diagram

j information.

The code for a particular investigation (trial) as assigned in a jurisdiction for a clinical trial shall be specified, in text.

9.3.1.1.3 Country

The jurisdiction(s) in which the clinical trial authorization was granted shall be described using 1ISO 3166-1

alpha-2 or alpha-3 codes.

9.3.1.1.4 Protocol number

The number assigned to the clinical trial protocol shall be specified, in text.
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9.31.15 A

uthorization date

The date when the clinical trial authorization was granted by a Medicines Regulatory Agency in a jurisdiction
shall be provided. A complete point in time date consisting of day, month and year shall be specified using the

ISO 8601 da

9.31.1.6 A

te format.

nticipated end date

The date when the clinical trial is anticipated to be completed in accordance with the authorized clinical trial
protocol in a jurisdiction shall be provided. A complete point in time date consisting of day, month and year shall

be specified

9.3.1.2 Lod

Local inform
a Medicines

9.31.21 L

The registrat
shall be speq

9.31.22 L

The “code” fq
shall be speq

9.31.23 J

The jurisdict

using the ISO 8601 date format.

al clinical trial authorization

htion in relation to a clinical trial authorization (e.g. in a country within a jurisdiction).as’grant
Regulatory Authority shall be specified, where applicable.

bcal clinical trial registration number

ified in text.

bcal investigation code

r an Investigational Medicinal Product as assigned locally-for a clinical trial of a set of clinical
ified in text.

irisdiction

on(s) in which the clinical trial authorization was granted shall be described using ISO 3

bd by

on number (identifier) for a clinical trial as assigned by the Regulatory Medicines Authority Ipcally

trials

66-1

shall
g the

| trial
cified

alpha-2 or alpha-3 codes.

EXAMPLE For the country of Canada, the jurisdiction of Quebec province may be specified.

9.3.1.2.4 Lpcal authorization date

The date whien the clinical trial authorization was granted locally by a Regulatory Medicines Authority
be provided.| A complete point indime date consisting of day, month and year shall be specified usin
ISO 8601 date format.

9.3.1.2.5 L¢cal anticipated end date

The date when the ‘elinhical trial is anticipated to be completed in accordance with the authorized clinicg
protocol shall be{provided. A complete point in time date consisting of day, month and year shall be spe|
using the ISQ 8601 date format.

9.3.1.3 Drug safety update report submission

Drug safety update reports (DSUR) provide safety information from all ongoing clinical trials and other studies
that the sponsor is conducting or has completed during a specific review period.

NOTE
implementatio

9.3.1.31

n so that this information is to be specified only if required.

Frequency of submission of DSUR

A jurisdiction may further refine the requirements in relation to the DSUR submission information at

The frequency of the submission of a DSUR can be defined by legislation or as part of a clinical trial authorization
in a jurisdiction. The frequency shall be described using a numerical value for the repeating interval of time and
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its unit of time measurement. The unit of measurement shall be specified in accordance with ISO 11240 and
the resulting terminology. The symbol and the symbol identifier shall be used.

EXAMPLE

9.3.1.

DSUR submission frequency defined as annually.

3.2 Dates of submission

The dates of submission of DSURSs in line with the defined frequency of submission of DSURSs shall be presented.
Complete point in time dates consisting of day, month and year shall be specified using the ISO 8601 date format.

9.3.1.

3.3 Development International Birth Date

The |
DSU
start
cons
using

9.3.1

Whel
samg
the O
for e
to se
mont

9.3.1

The data lock point is the date designated as the cut-off for data to be included in a DSUR. A c(

in tim
be sf
9.3.1

Deta
speci

9.3.1

Deta
Inves

9.4

Development International Birth Date (DIBD) is used to determine the start of the (annual).4
R. This date is the sponsor’s first authorization to conduct a clinical trial in any counfry wd
of the period for the DSUR submission is the month and date of the DIBD. A complet€ poin
sting of day, month and year or a partial point in time date consisting of month and.year shal

h and year, or a partial date consisting of month and year; shall be specified using the ISO 8601

the ISO 8601 date format.

3.4 Reference date

e Investigational Medicinal Products that are subject to different clinical trial authorization
active substance or the same combination of active substances,‘the frequency and dates of g
SURs may be amended and harmonized by a Medicines Regulatory Agency or Agencies in
ample to enable a single assessment to be made in the context of DSUR work-sharing prq
a reference date from which the dates of submission are)calculated. A complete date cons

3.5 Data lock point

eriod for the
ridwide. The
[ in time date
be specified

5 contain the
ubmission of
b jurisdiction,
cedures and
isting of day,
date format.

mplete point

e date consisting of day, month and year or a partial point in time date consisting of month gnd year shall

ecified using the ISO 8601 date format:

4 Sponsor

Is in relation to the sponSor-to which a clinical trial authorization in a jurisdiction was gra
fied using an Organization class as described in 7.4 above.

5 Medicines Regulatory Agency

Is in relation.to the Medicines Regulatory Agency that granted the clinical trials authori
tigationalk Medicinal Product shall be specified using an Organization class as described in

Manufacturer/Establishment

hted shall be

ration for an
V.4 above.

Information as described previously for authorized Medicinal Products in 7.5 applies. Note that this information
is optional for an Investigational Medicinal Product and the information shall be specified in accordance with
the regulatory requirements in a specific jurisdiction.

9.5

Investigational Packaged Medicinal Product

Information as described previously for authorized Medicinal Products in 7.6 applies. Note that this information
is optional for an Investigational Medicinal Product.

© 18O

2012 — All rights reserved

75


https://standardsiso.com/api/?name=6bb09373fba9a18b0c983874c6e0d072

ISO 11615:2012(E)

9.6 Pharmaceutical Product

This sectiondescribesthe Investigational Medicinal Productinterms ofits qualitative and quantitative composition
and in the pharmaceutical dose form studied in line with the clinical trial protocol. These characteristics of the
Investigational Medicinal Product are referred to as pharmaceutical product.

For certain medicines, a device can form an integral part of the Investigational Medicinal Product, for example
to support the administration of the medicine. In these instances, the pharmaceutical product contains the
device component information as an additional characteristic.

9.6.1 Detailed description of Pharmaceutical Product Information (Investigational Medicinal Product)

class IMPID Pharaceutical Product detailed description /
Dosing and Route of Administration
Ingrgdients - Route of Administration Other Charaeteristics
- First dose in humans [0..1] .  Othes Characteristics Codels @ice"umem:lﬂle
- Maximum single dose [0..1] . Other CharncloristieaUaie
- Maximum dose per day [0..1] Pai [- Momenclature Systan
=, . - Maximum dose per reatment period [0..1] - T - Momenclature Value
1. - Maximum treatment pericd [0..1] Q..
0.~
~
1.0 Deviae(%\
- Device Type
- Device Trad [0..11
. - Device O
Investigationpl Medicinal Pharmaceutical Product - Device Listifig Mumber [0..1]
s Administrable Dose Form - Devi entifier [0..1]
1 -|- Unitof Presentation [0..1] 0 2o L B
’ Pharmaceutical Product Quantity T Material [1..7]
- ice Alternate Material [0..*]
= legenicity Indicator [0..1]
|» Sterility Indicator [0..1]
- Sterilisation Requirement Indicator [0..1]
- Device Usage [0..1]
0.7|  Device Batch
0.1 \dentificati
0 - Physical Characteristics - Batch Mumber
- 1 - Expiration Date
- - Height [0..1]
Phgrmaceutical Product Characteristics - Width [0..1]
PhPID Set - Depth[0.1]
FPharmgceutical Product Characteristics Code System o - Weight [0..1]
Pharmpceutical Product Characteristics Value - PhPID Identifier Sets Nominal Volume [0..1]
External Diameter [0..1
Shape [0..1]
Colour [0..1]
Imprint [0..1]
Image [0..7]

Figure 24 <— Pharmaceutical Product (Investigational Medicinal Product)
section detailed description diagram

This information is as previously described in 7.8, with the exceptions given below.

9.6.1.1 Dosing and route of administration

9.6.1.1.1 General

This section describes information about the dosing of the Investigational Medicinal Product in relation to the
clinical trial in which the product is subject to investigation. All information about dose quantities and treatment
periods are in the context of the route of administration specified in the first attribute. If the trial uses more than
one route of administration for the administration of the Investigational Medicinal Product, multiple instances
of this class shall be used.
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1.2 Route of administration

The route of administration shall be specified using terms and term identifiers as defined in ISO 11239 and its
resulting terminology.

EXAMPLES

9.6.1.

Oral, subcutaneous, ophthalmic.

1.3 First dose in humans

The first dose (dose quantity) administered in humans can be specified using a numerical value and its unit
of measurement. The unit of measurement shall be specified in accordance with ISO 11240 and the resulting

termi

9.6.1

The

The
symb

9.6.1

Then
admi
valug
and t

9.6.1

refe rx

r\lr\gy The Q\J/mhnl and e\]/mhnl identifier shall ha 11sad

1.4 Maximum single dose

maximum single dose (maximum single dose quantity) that can be administered’ as per
nced in the clinical trial authorization can be specified using a numerical value andits unit of m

ol and the symbol identifier shall be used.

1.5 Maximum dose per day

haximum dose per day (maximum dose quantity to be administered in any one 24-hour perio
histered as per the protocol referenced in the clinical trial autforization can be specified usin
and its unit of measurement. The unit of measurement_shall be specified in accordance wi
he resulting terminology. The symbol and the symbol identifier shall be used.

1.6 Maximum dose per treatment period

$

the protocol
easurement.

nit of measurement shall be specified in accordance with ISO 11240 and the resulting ternpinology. The

) that can be
a numerical
h ISO 11240

The maximum dose per treatment period (maximum total dose quantity to be administered in the treatment

perio
authd
shall
ident

9.6.1

The 1
the p
of tinf
resul

9.7

d specified in 9.6.1.1.7) that can be administered as per the protocol referenced in the
rization can be specified using a numerical value and its unit of measurement. The unit of
be specified in accordance with IS® 11240 and the resulting terminology. The symbol an
fier shall be used.

1.7 Maximum treatment,period

naximum treatment period during which the Investigational Medicinal Product can be admini
Fotocol referenced-in the clinical trial authorization can be specified using a numerical valu
e measuremernt. The unit of time measurement shall be specified in accordance with ISO 1
ing terminology: The symbol and the symbol identifier shall be used.

Ingredient

clinical trial
heasurement
1 the symbol

stered as per
e and its unit
1240 and the

Information as described in 7.7 for authorized Medicinal Products applies.

9.8

Clinical particulars

Information as described in 7.9 for authorized Medicinal Products applies. Note that contra-indication and
undesirable effects information is optional for an Investigational Medicinal Product, but that therapeutic
indication information is still required.
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Annex A
(informative)

Full model — Authorized Medicinal Products conceptual level

class Full Model Authorised Medicinal Products C ptual Level /
< Country / Medicinal Product Manufacturing Medicines Marketing Authorisation Holder
L Tlassmcanon T = T Organisation]
\ I Marketi risatich
] Medicinal Product “pg tion
Interactant Version Mame Manufacturer
/Establishment b '\
{Organisation) |~
Marketing '
ALI“:hDI’iSaﬁDN

Authorisation Submission

\ Prow
Undesirable / Marketing /—'f/ /'U F:Je;:dt:::m

Interactigns Effects
Medicinal Product x
\ Marketing Status
—
| -] Clinical
Contra-Indication Parti
Populatign A
Specifick ———— r
Pacl cinal Batch Identifier Sl
Device Batch EEELs
Identification
Other Therdpy T'Iﬂ‘_’pef"" Pharmaceutical \®
Specificp | | " Product Y -
Device Data Carrier
— Device I \Nomencla.l-e Identifier
K
A\H
Route pf \ Package ltem
vt sckogetem ||
: " Package
FOEiE Device [™—_| (Component)
o - PhPID Set Ert— \
NI
c»
Manufactured Item
Specified Substance Ingredients Physical
| Characteristics

Substance

Reference Sbé' Strength ————
<l
a

Figure*A.1 — Authorized Medicinal Products full conceptual level diagram
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Full model — Authorized Medicinal Products detailed diagram

S5 Full Mol Ahorioed M dioinal Products Deciied Disgram

Country / Language

Medicinal Product Hame.

—
- Invented Name Part [0..1]

Fart [0..1]

- | pocument Identifer
- | Reguisted Document
- | pecument Effedive Date

1.

Version

Dose Form Part [0..11

- County
- 1
 tegusge LT G Pan o 1]
- Formulation Part [0..1]
R - Intended Use Part [0.1]
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Annex C
(informative)

Full model — Investigational Medicinal Products conceptual level

80
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Figure €:1— Investigational Medicinal Products full conceptual level diagram
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Annex D
(informative)

Full Model — Investigational Medicinal Products detailed diagram
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Annex E
(informative)

Worked example in tabular form

Table E.1 — Example, INFLUENZAVAC?) in accordance with the approved product labelling

NOTE The-exam
presented require both a

data elementg
given, as cont

term identifier and the term, and in this example only a human readable|t¢
rolled vocabulary identifiers are not currently available.

Medicinal Pfoduct

MPID EU-45678-999999

Additional mgnitoring Medicinal product subject to additional monitoring (black symbol)
Combined dgsage form Suspension and emulsion for emulsion for injection
Special meagures N/A

Version

Version date 2011-06-03

Version idenfifier 1.0

Regulated dqcument

Document type SmPC

Document identifier 11

Regulated dqcument (link to SmPC document in PDF format)

Document effective date 2011-06-03

Medicinal P

oduct Name

Name

INFLUENZAVAC suspension and emulsion for emulsion for injection,
pandemic influenza vaccine (H1N1) (split virion, inactivated, adjuvated)

Invented nanje

INFLUENZAVAC

Scientific narf

he

Pandemic influenza vaccine (H1N1) (split virion, inactivated, adjuvated)

Pharmaceutigal form Suspension and emulsion for emulsion for injection
Country/Language

Country EU

Language English

Product Clagsificatioh

Classificatior] system WHO Anatomical Therapeutic Chemical (ATC) Classification System
Classificatiorvalue JO7BB02

Marketing A

uthorization

Marketing number EU/H/08452001

Country EU

Legal status of supply Medicinal product subject to medical prescription
Authorization status Active

Authorization status date 2011-01-01

Validity period 2011-01-01. to 2015-12-31

Marketing Authorization Holder

7) This is an example of a suitable product available commercially. This information is given for the convenience of users
of this International Standard and does not constitute an endorsement by ISO or of this product.
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Table E.1 (continued)

Marketing Authorization Holder identifier | 45678

Marketing Authorization Holder name COMPANY A

Marketing Authorization Holder address | Street, Number 5, Paris, FR
Confidentiality indicator N/A

Contact Person

Name MIGUEL FRANCE
Telecom +33-1-000-000; miguel.france@companyA.com
Ro|pI Qualified Person Pnepnneihln for phnrmnr\n\ligilnnr\n

Medkcines Regulatory Agency

Med|cines Regulatory Agency ID 77777 qg )
Med|cines Regulatory Agency name REGULATOR A '\Q) i
Med|cines Regulatory Agency address Rue de la loi, 1040 Brussels, Belgium ,\@ N
Contact Person . N°
Name MICHELLE XYZ o
Teleom +32-1-XXX-XXX; michelle.xyz@reggilatorA.gov
Role] Administrator ~
Y

Confidentiality indicator N/A OQ
Marketing Authorization Procedure \\\\
Procedure identifier 123 XYZ R
Procedure type Centralised proce@ﬁ‘(e}
Prodedure date 2010-01-05 .0

N
Marketing Authorization Application Q\

Applcation identifier/number EMA-00001
Appljcation type Igi\t@@pplication
Appljcation date (2009-12-11
Assqciated document identifier k\’ Decision document 12345
Marketing Status ,.O\‘

Country ,\ . BE

Marketing start date 2011-01-20
Jurlsdlctlonal market&u}horlzatlon 123-456-789
nump

Marketmg Statu

Country &\) FR

Marlfeting start date 2011-03-01
Jurigdfctional marketing authorization | 009-009-999
number

Marketing Status

Country UK

Marketing start date 2011-01-01
Jurisdictional marketing authorization 666-066-666
number

Manufacturer/Establishment

Manufacturer identifier 11111
Manufacturer name COMPANY K
Manufacturer address Street, Number 11, London, UK
Confidentiality indicator N/A
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Table E.1 (continued)

Contact Person

Name JOHN ABC

Telecom +44-207-XXX-XXXX; john.ABCf@companyK.com

Role Responsible Person for Batch Release

Manufacturing Operation

Operation type Batch release

Manufacturing authorization reference 5454TZ

number

Effective dat¢ 2009-04-15 0

Confidentialily indicator N/A Q

Medicines R?gulatory Agency Q.) .V

(manufacturfing) N

Medicines R¢gulatory Agency ID 88888 ,\'\\)

Medicines R¢gulatory Agency name REGULATOR B (@) K

Medicines R¢gulatory Agency address ABC Strada 67, Rome, IT ) \c,)v

Contact Person B O\

Name ROBERTO LMN ~X

Telecom +39-1-999-999; Roberto.Imn@ regLQtB(B.gov.it

Role Administrator &Q\\

Packaged Medicinal Product A K

PCID EU-45678-999999-001 =

Package deskription INFLUENZAVAC s @:sion and emulsion for emulsion for injegtion,
pandemic influenza-accine (H1N1) (split virion, inactivated, adjuvated), pack
of one vial (type\QIass) of 2, ml suspe_nsioq with a stopper (butyl rubber) and
one vial (type/lglass) of 2,5 ml emulsion with a stopper (butyl rubber)

Package Itein (Container) r.\\\)

Package itenp container type Boxk .,

Package itemp container quantity ,1\$\

Package itenp material ecycled cardboard (identifier from 1ISO 11238)

Alternate material ,.O I N/A

Data carrier identifier G\\\O (01)07665431234887(17)101231(10)ABC

Package Component AQJ

Component type -V\S‘ N/A

Component rnaterial‘A\)‘ N/A

Component rnatg(i&z\alternate N/A

Physical Chfn__@t?aristics

Height 8,0 cm

Width 8,0cm

Depth 4,3cm

Image Link to box.jpg

Batch Identifier

BAID_1 EU-45678-999999-001-999879-060514

Package Item (Container)

Package item container type Vial

Package item container quantity 1

Batch Identifier

BAID_2 EU-35353-111111-001-123456-060514
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Table E.1 (continued)

Data carrier identifier

(01)07665431234566(17)101231(10)XYZ

Package item material

Type | glass (identifier from 1ISO 11238)

Alternate material N/A
Physical Characteristics

Height 6,5 cm
External diameter 2,5cm
Nominal volume 7,00 ml
Colouc Clear

Package Component

Component type

Stopper qQ .

Component material

Butyl rubber (identifier from ISO 11238)

Component material alternate

Propyl rubber (identifier from ISO 11238) ,\@\

Physical Characteristics . N°
Height 0,5cm ‘cﬁu
Extefnal diameter 0,80 cm ,&\V
Colour Grey O

Manufactured Item

.
oV

Manpfactured dose form

. . N\
Suspension for emulswn\\\

Unit pf presentation Vial h\v
Manlifactured item quantity 0,5ml ,{Q‘U
Ingredient h$
Ingredient role Active Q\U
Subsgtance(s) \O

Spegified substance group 2

Conlfidentiality indicator — specified

(A

A/Nevada/9/2009 (HIN1)v-like strain (2-9992), Smith and Co
N\

subsgtance a
Strelpgth (presentation) ('\$\ 3,75 micrograms/0,5 ml
Strellmgth (concentration) C)V 7,5 micrograms/1 ml

O

Ingrladient(s) ~\
Ingrgdient role c’\J

Excipient

Spegified substanc(e@ffp 3

Polysorbat 80, European Pharmacopoeia

Confidentiality indjedtor N/A
Ingr adient(Qh\)
N\
Ingrg die;(BTe Excipient

Speq i@ﬂ gubstance group 3

Octoxynol 10, European Pharmacopoeia

Confidentiality indicator N/A
Ingredient(s)

Ingredient role Excipient
Substance Thiomersal
Confidentiality indicator N/A
Ingredient(s)

Ingredient role Excipient

Specified substance group 3

Disodium phosphate, anhydrous, (Na2HPO4) European Pharmacopoeia

Confidentiality indicator

N/A

Ingredient(s)
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Table E.1 (continued)

Ingredient role

Excipient

Specified substance group 3

Potassium chloride, European Pharmacopoeia

Confidentiality indicator N/A
Ingredient(s)
Ingredient role Excipient

Specified substance group 3

Magnesium chloride, European Pharmacopoeia

Confidentiality indicator N/A
Ingredient(s)
Ingredient role Excipient ,\(1,

Specified sulpstance group 3

Water for injections, European Pharmacopoeia

Confidentialify indicator N/A Rakd
Package Item (Container) ,\@ N
Package itenmp container type Vial . N°
Package item container quantity 1 ‘cﬁu

Batch Identifier

BAID_2

EU-35353-111111-001-123456-060514 ¢, ~

Data carrier identifier

(09)067999441234588(25)108787(10)XYZ

Package itemp material

Alternate material

Type | glass (identifier from ISO 1@3‘8)
A\

N/A R

Data carrier identifier

Vo
(01)07665777734566(17)181231(10)UVW

Physical Characteristics

£
Height 2,5 cm QO
External diameter 1,5cm \O
Nominal volume 3,00 ml \.\c\}‘

Colour

Clear C)\\

Package Component

Component type

k‘\ i
Stopper

Component thaterial

e

%utyl rubber (identifier from 1ISO 11238)

Component material alternate

O
%)

Propyl rubber (identifier from ISO 11238)

Physical Characteristics /\(b\

Height Q& 0,5cm
External diameter (\?Q 0,80 cm
Colour ‘\%v Blue
Manufacture¢d

Manufactured mp farm Emulsion
Unit of presentation Vial
Manufactured item quantity 0,5 ml
Ingredient

Ingredient role Adjuvant
Specified substance group 1 AS03
Confidentiality indicator N/A
Ingredient

Ingredient role Excipient

Specified substance group 3

Sodium chloride, European Pharmacopoeia

Confidentiality indicator

N/A
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Table E.1 (continued)

Ingredient

Ingredient role

Excipient

Specified substance group 3

Disodium phosphate, anhydrous, European Pharmacopoeia

Confidentiality indicator

N/A

Ingredient

Ingredient role

Excipient

Specified substance group 3

Potassium chloride, European Pharmacopoeia

Confidentiality-indicator NJ/A
Ingrladient ,\‘1,
Ingredient role Excipient qg )
Spegified substance group 3 Water for injections, European Pharmacopoeia ,\6 i

N

Conlfidentiality indicator N/A A
Device N°
Devige type Administration device ‘c.’U
Device trade name N/A A
Devire quantity 1 ™
Devite listing number N/A OQ‘

Modpl number N/A \\\\

Batch number N/A h\\?

Expifation date N/A R

Devife material Stainless stegkﬁﬁentifier from ISO 11238)
Device material alternate N/A Q’\U

Allergenicity indicator N/A \O

Steriity indicator Ste

Sterilization requirement indicator CI\BA\

Device usage k\’ Single use

Device Nomenclature fo\‘

Nomenclature system k-) uDil

Nomenclature value \O)U 123-Syr

Device Batch Identi;i,@\

Batch number () 123-ABD

Expify date " 2016-12-18

Physical Q\i%\{:teristics

Height 4. ¥ 3cm

Weidht~ N/A

Depth N/A

Weight N/A

Nominal volume N/A

External diameter 21G

Shape N/A

Colour N/A

Imprint N/A

Image N/A

Other Characteristics

Other characteristics code N/A
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Table E.1 (continued)

Other characteristics code

N/A

Shelf Life/Storage

Shelf life type

In original pack

Shelf life time period

2 years

Special precautions for storage

Do not store below 2 °C and above 25 °C

Pharmaceut

ical Product

Administrable dose form

Emulsion for injection

\ial

Unit of preseptation

Manufacture*j item quantity

0,5 ml

Characterist

Pharmaceulﬁcal Product

ics

Pharmaceutigal product characteristics | Regulatory classification system %
code system ,\'\
Pharmaceutital product characteristics | Biologic, vaccine O )
value \
Manufactured Item (‘\\\
Manufactureql dose form Suspension for emulsion A{( -
Unit of preseptation Vial O\)

. . A3
Manufacturedl item quantity 0,5ml i ‘\\\
Ingredient 0.\\./
Ingredient role Active \\'Qv

Specified sul

stance group 2

A/Nevada/9/2009 (HW_&\/-IiKe strain (Z-9997), manufacturer B

- Y " N\
Confidentialify indicator — specified Yes 3
substance xO
Strength (concentration) 3,75 micrqg(é,kns/O,S ml
Ingredient(s| C)\
Ingredient role Excipient
Specified sulpstance group 3 @sorbate 80, European Pharmacopoeia
Confidentialify indicator . (UN/A
Ingredient(s X )
Ingredient role A('O\J Excipient

Specified suf

stance group@y

Octoxynol 10, European Pharmacopoeia

Confidentialiy indicatoh?*\ N/A
Ingredient(s ~éV

Ingredient role ‘&YV Excipient
Substance re) Thiomersal
Confidentiality indicator N/A
Ingredient(s)

Ingredient role Excipient

Specified substance group 3

Disodium phosphate, anhydrous, European Pharmacopoeia

Confidentiality indicator

N/A

Ingredient(s)

Ingredient role

Excipient

Specified substance group 3

Potassium chloride, European Pharmacopoeia

Confidentiality indicator

N/A

Ingredient(s)
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Table E.1 (continued)

Ingredient role

Excipient

Specified substance group 3

Magnesium chloride, European Pharmacopoeia

Confidentiality indicator N/A
Ingredient(s)
Ingredient role Excipient

Specified substance group 3

Water for injections, European Pharmacopoeia

Confidentiality indicator N/A
Ingredient

Ingredient role Adjuvant
Spegified substance group 1 AS03
Confidentiality indicator N/A
Ingredient

Ingredient role Excipient

Spegcified substance group 3

Sodium chloride, European Pharmacopogia

Confidentiality indicator N/A
Ingredient
Ingredient Role Excipient

Spegified substance Group 3

Disodium phosphate, anhydrous, European Pharmacopoeia

Confidentiality Indicator

N/A

Ingredient

Ingredient role

Excipient

Spegified substance group 3

Potassium.ghloride, European Pharmacopoeia

Confidentiality indicator N/A
Ingregdient
Ingredient role Excipient

Spegified substance group 3

Water for injections, European Pharmacopoeia

Confidentiality indicator

N/A

PhP|D Set

PhP|D_SUB_L1

7876567666 - A/Nevada/9/2009 (H1N1)v-like strain (Z-9997)

PhP|D_SUB_L2

7876567888 - A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z) —
3,75 micrograms/0,5 ml

PhPID_SUB_L3 3232321121 - A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z) —[emulsion for
injection
PhP|D_SUB-L4 7957493029 - A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z) -

3,75 micrograms/0,5 ml - emulsion for injection

PhPIB=SRSUB—4

QA221902 AL A/MNlaoada/Q/oNN0 (LIANIAN, 1] troin (7 Q007
U UZ 1ZzoT00 - T iNovatuar JTZ0 0TI (T TN TV TR Stra T (= I I IJZo

manufacturer B — AS03

AY
1A

PhPID_SPSUB_L2

7876567888 - A/Nevada/9/2009 (H1N1)v-like strain (Z-9992),
manufacturer B — AS03 - 3,75 micrograms/0,5 ml

PhPID_SPSUB_L3

5454321678 - A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z2),
manufacturer B — AS03 — emulsion for injection

PhPID_SPSUB_L4

3431684358 - A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z),
manufacturer B — AS03 3,75 micrograms/0,5 ml emulsion for injection

Administrable Dose Form

Administrable dose form

Emulsion for injection

Administrable dose form

Administrable dose form

Route of Administration
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Table E.1 (continued)

Route of administration Intramuscular injection

Therapeutic Indication

Indication text Prophylaxis of influenza in an officially declared pandemic situation

condition/effgct

Indication as disease/symptom/ Influenza
procedure

Disease status Pandemic
Intended effect Prophylaxis
Timing/duration N/A

Population sﬂ)ecifics N/A

Other therapy specifics N/A

Undesirable| Effects

Undesirable gffect as symptom/ Lymphadenopathy

Frequency ofl occurrence

Very common (>1/10)

Symptom/condition/effect classification

Blood and lymphatic system disorders

Undesirable| Effects

Undesirable

Fffect as Symptom/

Condition/Effect

Insomnia

Frequency ofl occurrence

Uncommon (>1/1 000 to < 1/100)

Symptom/condition/effect classification

Psychiatric disorders

Undesirable| Effects

Undesirable

pffect as symptom/

condition/effgct

Ecchymosis at the sitesinjection

Frequency ofl occurrence

Common (>1/100_to > 1/10)

Symptom/condition/effect classification

Skin and subcutaneous tissue disorders

Undesirable| Effects

Undesirable gffect as symptom/ Pain
condition/effgct

Frequency of occurrence 60,0 %
Age range 3-5 years

Contra-indig

ations

condition/effd

Contra-indicgtion as symptom/.

ct

Anaphylactic (i.e. life-threatening) reaction to any of the constituents or

race

residues (egg and chicken protein, ovalbumin, formaldehyde, gentaficin

sulfate and sodium deoxycholate) of this vaccine

Disease statiis

History of anaphylactic reactions

Co-morbidity] N/A
Population specifics N/A
Other therapy specifics N/A
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Annex F
(informative)

Class and attribute listing

Table F.1 — Medicinal Product

Attribute Datatype description Iggazt‘;opio Description/comments
MPID Text <>
IMPID Cross Reference Text <>
Conbined pharmaceutical dose form ID and Term from <CD>

ISO 11239
Addifional monitoring indicator ID and Term from a CV <CD->
Spegial measures ID and Term from a CV <CD>
NOTE 1 ID = Identifier.
NOTE 2 CV = Controlled Vocabulary.
Table F.2 — Version

Attribute Datatype Ig;:tLOero Description[comments
Versjon date Point in time <TS>
Versjon identifier Text <>

Table F.3 — Regulated Document

Attribute Datatype Ig;:t’;OPQeO Description[comments
Docijiment Type ID and Term from a CV <CD >
Docnllment Identifier Text <>
Regllllated Document Document format <ED >
Docliment Efféctive Date Point in time <TS>

NOTE 1 ID-=dentifier.
NOTE 2-.. GV = Controlled Vocabulary.
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