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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 1SO
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 International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an
International Standard requires approval by at least 75 % of the member bodies casting a vote.

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

ISO 11616 was prepared by Technical Committee ISO/TC 215, Health informatics.
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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
unigue identification and exchange of regulated medicinal product information;

ISO 11616, Health informatics — Identification of medicinal products — Data elements and structures for the
unique identification and exchange of regulated pharmaceutical product information;

ISO 11238, Health informatics — Identification of medicinal products — Data elements and structures for the
unigue identification and exchange of regulated information on substances;

ISO 11239, Health informatics — Identification of medicinal products — Data elements and structures for
the unique identification and exchange of regulated information on pharmaceutical dose forms, units of
presentation, routes of administration and packaging;

ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures for the
unique identification and exchange of units of measurement.

The purpose of this International Standard is to present data elements, structures and their relationships in
order to uniquely identify and exchange regulated pharmaceutical product information. This International
Standard provides an accurate and consistent mechanism to fully represent the relationship of Pharmaceutical
Product Identifier(s) (PhPID) with the following:

— Medicinal Product ldentifier(s) (MPIDs);
— Investigational Medicinal Product Identifier(s) (IMPIDs).

These standards for the ldentification of Medicinal Products (IDMP) support the activities of medicines
requlatory agencies worldwide by jurisdiction. These include a variety of regulatory activities related to
development, registration and life cycle management of medicinal products, as well as pharmacovigilance and
risk management.

To meet the primary objectives of the regulation of medicines and pharmacovigilance, it is necessary to reliably
exchange medicinal product information in a robust and reliable manner. The IDMP standards therefore support
the following interactions:

— Regulatory Medicines Authority to Regulatory Medicines Authority;

— pharmaceutical company to Regulatory Medicines Authority;

— sponsor of a clinical trial to Regulatory Medicines Authority;

— Regqulatory Medicines Authority to other stakeholders (as applicable);
— Regulatory Medicines Authority to worldwide-maintained data sources.

Unique identifiers produced in conformance with the IDMP standards are intended to support applications
where it is necessary to reliably identify and trace the use of medicinal and pharmaceutical products.

Messaging specifications are included as an integral part of the IDMP standards. This is critical to describing
and protecting the integrity of the interactions listed above for the submission of regulated medicinal product
information in the context of unique product identification and acknowledgement of receipt (which includes the
validation of transmitted information).

There are many terms in use to describe basic concepts in the regulatory and pharmaceutical standards
development domain for different purposes and in different contexts. The terms and definitions described iin
this International Standard are to be applied for the concepts required to uniquely identify, characterize and
exchange regulated medicinal products and associated information.
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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.
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INTERNATIONAL STANDARD 1ISO 11616:2012(E)

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

1 Scope

This International Standard is intended to provide specific levels of information relevant to the identification of
a medicinal product or group of medicinal products. It defines the data elements, structures and relationships
between data elements that are required for the exchange of regulated information, in order to uniquely
identify pharmaceutical products. This identification is to be applied throughout the product lifecycle to support
pharmacovigilance, regulatory and other activities worldwide. In addition, this International Standard is essential
to ensuring that pharmaceutical product information is assembled in a structured format with transmission
between a diverse set of stakeholders. This ensures interoperability and compatibility for both the sender and
the recipient.

This International Standard is not intended to be a scientific classification for pharmaceutical products. Rather,
it is a formal association of particular data elements categorized in prescribed combinations and uniquely
identified when levelling degrees of information are incomplete. This allows for medicinal products to be
unequivocally identified.

References to other normative IDMP and messaging standards for pharmaceutical product information are
included in Clause 2, to be applied in the context of this International Standard.

- Medicinal products for veterinary use are out of scope of this International Standard.

- 2 Normative references

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

ISO 3166-1, Codes for the representation of names of countries and their subdivisions — Part 1: Country codes

ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures for the
unigue identification and exchange of regulated medicinal product information

ISO 11238, Health informatics — Identification of medicinal products — Data elements and structures for the
unique identification and exchange of regulated information on substances

ISO 11239, Health informatics — Identification of medicinal products — Data elements and structures for
the unique identification and exchange of regulated information on pharmaceutical dose forms, units of
presentation, routes of administration and packaging

ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures for the
unigue identification and exchange of units of measurement

HL7 Version 3 Standard, Common Clinical Product Model
HL7 Version 3 Standard, Common Product Model CMETS
HL7 Version 3 Standard, Regulated Product Submission
HL7 Version 3 Standard, Structured Product Labeling
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3 Terms, definitions and abbreviations

3.1 Terms and definitions

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

3.1.1

administrable dose form

pharmaceutical dose form as administered to the patient, after any necessary transformation of the packaged
pharmaceutical dose form has been carried out

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

3.1.2
adverse drug reaction
noxious and unintended response associated with the use of a drug in humans

NOTE 1 This can be post-approval (an adverse event that occurs at doses normally used in man for prophylaxis,
diagnosis, or therapy of diseases or for modification of physiological function) or pre-approval (an adverse event that
occurs at any dose and where a causal relationship is at least a reasonable possibility).

NOTE 2 FDA 21 CFR 310.305 defines an adverse drug experience to include any adverse event, “whether or not
considered to be drug-related.” CDISC recognizes that current usage incorporates the concept of causality.

NOTE 3  Adapted from WHO Technical Report 498(1972); ICH E2A.

3.1.3

clinical trial

research investigation involving human subjects that is designed to answer specific questions about the
safety and efficacy of a biomedical intervention (drug, treatment, device) or new ways of using a known drug,
treatment, or device

[ICH E6 Glossary, Directive 2001/20/EC:2002, Version: 1-2009/04/19]

3.1.4

clinical trial registration number

registration number (identifier for tracking purposes) for a clinical trial as assigned by the Regulatory
Medicines Authority

3.1.5
code value
result of applying a coding scheme to an element within a coded set

NOTE Adapted from ISO/IEC 2382-4:1999.

3.1.6
coding scheme
collection of rules that maps the elements of one set onto the elements of a second set

NOTE 1 The coding scheme applied in this International Standard refers to the following standards:

— IS0 11615, Health informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of requlated medicinal product information;

— 1S5S0 11238, Health informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of regulated information on substances;

— IS0 11239, Health informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of regulated information on pharmaceutical dose forms, units of presentation, routes of
administration and packaging;

— |1S0 11240, Health informatics — Identification of medicinal products — Data elements and structures for the unique
identification and exchange of units of measurement.
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NOTE 2  Adapted from ISO/IEC 2382-4:1999.

3.1.7
controlled vocabulary
finite set of values that represent the only allowed values for a data item

NOTE These values may be codes, text, or numeric.
[CDISC Clinical Research Glossary V8.0, 2009]

3.1.8

TermlD

controlled vocabulary term identifier

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

NOTE 1 The TermlID remains constant over time, independent of the particular version of the knowledge resource.
NOTE 2  Adapted from HL7 Core Principles.

3.1.9
designation
symbolic representation of a concept

NOTE Adapted from ISO 1087-1:2000.

3.1.10

dose form

pharmaceutical dose form

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

NOTE Pharmaceutical dose form may refer to the administered dose form or the packaged dose form, depending on
the product it is describing.

3.1.11
globally unique identifier
identifier that is different from any other such identifier in any domain namespace

3.1.12

healthcare professional

person entrusted with the direct or indirect provision of defined healthcare services to a subject of care or a
population of subjects of care

EXAMPLES Qualified medical practitioner, pharmacist, nurse, social worker, radiographer, medical secretary or clerk.
[ENV 1613:1995]

3.1.13
identifier
description that is sufficient to differentiate objects in a given environment

[ENV 12610]

NOTE In the context of this International Standard, this is a list of identifying characteristics that together unambiguously
identify a medicinal product, pharmaceutical product, substance, detailed substance description, excipient, route of
administration, dose form and any other element that requires to be uniquely identified.

3.1.14

investigational code

sponsor code

code assigned by a regulatory authority to a sponsor’s investigational new drug application prior to the initiation
of a clinical trial
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3.1.15

investigational medicinal product

pharmaceutical form of an active substance or placebo being tested or used as a reference in a clinical trial,
including products already with a marketing authorization but used or assembled (formulated or packaged) in
a way different from the authorized form, or when used for an unauthorized indication, or when used to gain
further information about the authorized form

3.1.16
jurisdiction
geographical area or subject matter to which the pharmaceutical legislative authority applies

3.1.17

manufactured dose form

pharmaceutical dose form as presented in the packaging by the manufacturer, before any necessary
transformation has been carried out to yield the administered dose form

EXAMPLE Powder for solution for injection.

NOTE In many instances, there is no transformation necessary and the manufactured dose form is equal to the
administered dose form.

3.1.18

medical device

any instrument, apparatus, appliance, software, material or other article, whether used alone or in combination,
including the software intended by its manufacturer to be used specifically for diagnostic and/or therapeutic
purposes and necessary for its proper application, intended by the manufacturer to be used for human beings
for the purpose of:

— diagnosis, prevention, monitoring, 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;

— control of conception, and which does not achieve its principal intended action in or on the human body by
pharmacological, immunological or metabolic means, but which may be assisted in its function by such means

[EC Directive 2007/47 on Medical Devices]

NOTE This definition is applicable for the purposes of this and related standards alone (ISO 11238, 1SO 11239,
ISO 11240, ISO 11615 and this International Standard).

3.1.19

medicinal product

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

[ENV 13607, ENV 12610]
NOTE 1 A medicinal product may contain one or more manufactured items and one or more pharmaceutical products.

NOTE 2  Incertainjurisdictions, a medicinal product may also be defined as any substance or combination of substances
that may be used to make a medical diagnosis.

3.1.20

pharmaceutical product

qualitative and quantitative composition of a medicinal product in the dose form authorized for administration
by a regulatory authority, and as represented with any corresponding regulated product information

NOTE 1 A medicinal product may contain one or more pharmaceutical products.

NOTE 2 Inmany instances, the pharmaceutical product is equal to the manufactured item. However, there are instances
where the manufactured item undergoes a transformation before being administered to the patient (as the pharmaceutical
product) and the two are not equal.

© 1SO 2012 — All rights reserved
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3.1.21

packaged pharmaceutical product

qualitative and quantitative composition of the pharmaceutical product as contained in the package of the
medicinal product

NOTE In many instances the packaged pharmaceutical medicinal product will be equal to the medicinal product.
However, there are instances where, for example, the packaged pharmaceutical product(s) must be reconstituted before
it can be administered to the patient (powder and solvent for solution for injection).

EXAMPLE Each vial of Fabrazyme contains a nominal value of 35 mg of agalsidase beta (packaged pharmaceutical
product). After reconstitution with 7,2 ml of water for injections, each vial of Fabrazyme contains 5 mg/ml (35 mg/7 ml) of
agalsidase beta (pharmaceutical product after reconstitution).

3.1.22

PHPID

pharmaceutical product identifier

globally unigue identifier assigned to the pharmaceutical product(s)

3.1.23

pharmacovigilance

the process and science of monitoring the safety of medicines and taking action to reduce risks and increase
benefits from medicines

NOTE 1 It is a key public health function.
EXAMPLE Pharmacovigilance includes:
— collecting and managing data on the safety of medicines;

— looking at the data to detect “signals” (any new or changing safety issue) and evaluating the data and making decisions
with regard to safety issues;

— acting to protect public health (including regulatory action) and communicating with stakeholders;

— auditing, both of the outcomes of action taken and of the key processes involved.

NOTE 2 Those directly involved in pharmacovigilance include:
— patients as the users of medicines;

— doctors, pharmacists, nurses and all other healthcare professionals working with medicines and regulatory authorities
responsible for monitoring the safety of medicines;

— pharmaceutical companies and companies importing or distributing medicines.

3.1.24
quantity value
value of a quantity number and unit (reference), together expressing magnitude of a quantity

NOTE 1 A quantity value expresses the magnitude of a quantity. This expression consists of a numerical value together
with a unit of measurement. The unit of measurement represents a quantitative scale of reference that relates the measured
(or estimated) quantity value to one or more reference quantity values. The numerical value is the result of comparing the
measured quantity to this reference scale.

NOTE 2  The word "magnitude” is not defined in ISO/IEC Guide 99. However, this definition of quantity value indicates
that “magnitude” is expressed as a quantity value, i.e. a quantity value is an expression of a magnitude and the same
magnitude might be expressed in many quantity values.

NOTE 3 A reference can be a unit of measurement, a measurement procedure, a reference material, or a
combination of such.
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3.1.25

radiopharmaceutical kit

preparation to be reconstituted or combined with radionuclides in the final radiopharmaceutical, usually prior
to its administration

NOTE In the context of a radiopharmaceutical kit, which is to be radio-labelled after supply by the manufacturer, the
active substance/specified substance is considered to be that part of the formulation which is intended to carry or bind the
radio-nuclide.

3.1.26

reference strength

substance(s) and/or specified substance(s) used as a reference to form the basis of strength of an investigational
or authorized medicinal product

NOTE . The reference strength refers to the strengths of the base, in case the strength of the substance is expressed
as the salt or water for hydration.

3.1.27

specified substance

group of elements that describe multiple substance materials and specify further information on substances
and multi-substance materials relevant to the description of medicinal products

NOTE 1 This could include grade, units of measure, physical form, constituents, manufacturer, critical manufacturing
processes (i.e. extraction, synthetic, recombinant processes), specification and the analytical methods used to determine
whether a substance is in compliance with a specification.

NOTE 2  There are four different groups of elements that can be used to define a given specified substance and specific
relationships between each group of elements.

3.1.28

sponsor

individual, company, institution or organization which takes responsibility for the initiation, management and/or
financing of a clinical trial

3.1.29

strength

qguantitative composition

amount of substance or specified substance expressed quantitatively per dosage unit, per unit of mass or
volume, according to the dosage form

NOTE 1 It is necessary for the quantitative composition of the substance(s)/specified substance descriptions of the
finished authorized/investigational medicinal products, depending on the pharmaceutical form concerned, to specify
the mass, or the number of units of biological activity, either per dosage unit or per unit of mass or volume, of each
substance/specified substance.

NOTE 2 Substances/specified substance descriptions presentin the form of compounds or derivatives are always designated
quantitatively by their total mass and, if necessary or relevant, by the mass of active entity, or entities, of the molecule.

3.1.30
substance
matter of defined composition that has discrete existence, whose origin may be biological, mineral or chemical

NOTE 1 Substances may be either single substances or mixture substances.

NOTE 2  Single substances are always 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, or mixtures of related compounds that are either isolated or synthesized together.

NOTE 3 Pharmacopeial terminology and defining characteristics are used when available and appropriate. Defining
elements are dependent on the type of substance.
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NOTE 4  Discrete existence refers to the ability of a substance to exist independently of any other substance. Substances
may 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.

3.1.31

unit of measurement

real scalar quantity, defined and adopted by convention, with which any other quantity of the same kind can be
compared in order to express the ratio of the two quantities as a number

NOTE Depending on the nature of the reference scale, the unit of measurement expression may stand either for
a physical unit of measurement that is related to a system of quantities (e.g. S| units) or for an arbitrarily defined unit of
measurement, which may refer to a certain reference material, a standard measurement procedure, a material measure
or even to a combination of those.

3.1.32

unit of presentation

qualitative term describing the unit in which the strength(s) of the manufactured item or pharmaceutical product
Is presented and described

NOTE 1  This is often used specifically at the point of delivery to the patient in cases where a quantitative unit of
measurement is not applicable.

NOTE2 A unit of presentation may have the same “display name” as in another controlled vocabulary, such as a
pharmaceutical dose form, but the two concepts are not equivalent, and each has a unigue controlled vocabulary term identifier.

EXAMPLE A tablet, spray or puff “contains 100 pg per spray” (unit of presentation = spray).

3.1.33

UDI

unique device identifier

unique identifier assigned to a medicinal product as defined by the International Medical Device Regulators’
Forum (IMDRF)

3.1.34

(vaccine) adjuvant

component that potentiates the immune response to an antigen and/or modulates it towards the desired
immune response

3.1.35
vocabulary
terminological dictionary which contains designations and definitions from one or more specific subject fields

NOTE Adapted from ISO 1087-1:2000, definition 3.7.2.

3.2 Abbreviations

3.21
Ccv
Controlled Vocabulary

3.2.2
FDA
United States Food and Drug Administration

3.2.3
EP
European Pharmacopeia

3.2.4
IMDRF
International Medical Device Regulators’ Forum
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3.2.5
ICH
International Conference on Harmonization

3.2.6
ICSR
Individual Case Safety Report

3.2.7
IMP
Investigational Medicinal Products

3.2.8
IMPID
Investigational Medicinal Product Identifier

3.2.9
MPID
Medicinal Product Identifier

3.2.10
PhPID
Pharmaceutical Product Identifier

3.2.11
UoM
Unit of Measurement

3.2.12
USP
United States Pharmacopeia

3.213
UDI
Unique Device ldentification Code

3.2.14
HL7

Health Level Seven

3.2.15
TermiD
Term Identifier (Controlled Vocabulary)

4 Requirements

4.1 Elements required for the unique identification of pharmaceutical products

This chapter describes the elements required to uniquely identify and characterize a pharmaceutical product.
It provides the requirements to support pharmaceutical product identification.

Pharmaceutical Product Identification (PhPID) shall be based on the following subset of elements that describe
the pharmaceutical product:

a) substance(s)/specified substance(s);
b) strength(s), strength units (units of measurement and/or unit of presentation);
c) reference strengths;

d) administrable dose form;
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e) medical device, when it is a component of a medicinal product.

These elements are described in detail in ISO 11615. In addition, ISO 11615 describes manufactured items that
require reconstitution prior to administration.

Pharmaceutical identifiers and elements shall represent pharmaceutical products as represented in a medicinal
product per the authorization by a regulatory authority. Off-label usage of medicinal products is outside the
scope of this International Standard.

This International Standard and the related IDMP standards shall not be a substitute for evidence to support
broader claims of efficacy in relation to other medicinal products that are assigned identical PhPIDs as outlined
in ISO 11615.

The data elements required for the generation of PhPIDs depend further on controlled vocabularies (CVs) as
described in the following documents:

ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures for the
unigue identification and exchange of requlated medicinal product information;

ISO 11238, Health informatics — Identification of medicinal products — Data elements and structures for the
unigue identification and exchange of regulated information on substances;

ISO 11239, Health informatics — Identification of medicinal products — Data elements and structures for
the unique identification and exchange of regulated information on pharmaceutical dose forms, units of
presentation, routes of administration and packaging;

ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures for the
unigue identification and exchange of units of measurement.
4.2 Exchange of pharmaceutical product information

To successfully support information sharing in the exchange of regulated product information between the
parties mentioned in the Introduction, the construct of the message shall be in a format that allows for full
compatibility and interoperability between stakeholders upon implementation.

The HL7 Version 3 messaging standard shall be utilized for the exchange of medicinal product information
emphasizing the importance of having a standardized method of exchanging medicinal product information in
support of regulatory and pharmacovigilance activities.

5 Identifying characteristics for the identification of pharmaceutical products
5.1 Pharmaceutical product identification strata and levels

5.1.1 General

PhPIDs shall be represented within two strata (active substance stratum and specified substance stratum), both of
which contain four PhPID identification levels, for each pharmaceutical product contained in a medicinal product.

PhPIDs shall be generated using the substance standard (see ISO 11238), the Strength and Administrable
Dose Form section (see |SO 11239) and Unit(s) of Measurement standard (see |ISO 11240) as illustrated below.

Reference strength shall be repeated in both PhPID strata. The reference strength shall be derived from the
active substance and the specified substance depending on the specific product characteristics.

NOTE All the PhPID Strata can be described at four different levels from 1 to 4.
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Table 1 — The four levels of PhPID

PhPID_SUB_L1 — Substance(s) Term

BhPID Active PhPID_SUB L2 — Substance Term(s) + Strength + Reference Strength

Substance PhPID SUB L3 — Substance Term(s) + Administrable Dose Form

Stratum PhPID SUB L4 — Substance(s) Term+ Strength + Reference Strength

+ Administrable Dose Form

PhPID_SpSUB_L1 — Specified Substance(s) Term

PhPID Specified PhPID SpSUB L2 — Specified Substance(s) Term+ Strength + Reference Strength
Substance PhPID SpSUB L3 — Specified Substance(s) Term + Administrable Dose Form
Stratlm PhPID SpSUB L4 — Specified Substance(s) Term + Strength + Reference Strength

+ Administrable Dose Form

NOTE 1 A pharmaceutical product may refer to a drug that is associated with a medical device (e.g. drug/device,
biologic/device). In this instance, the device term and term ID (unique device identifier) shall be displayed with the
substance(s) and specified substance(s) terms for the product at all applicable PhPID levels. This association shall be
made by directly associating the assigned PhPIDs to a medicinal product and its corresponding MPID and PCID as
outlined in ISO 11615.

NOTE 2  Strength is not applicable to a device.

NOTE 3 A jurisdiction may further refine the requirements in relation to specification of the medical device as part of
this International Standard at implementation so that this information is to be specified only if required.

NOTE 4 A pharmaceutical product may refer to a drug that is associated with an adjuvant (e.g. vaccine). In this instance,
the adjuvant term and term ID shall be displayed with the substance(s) and specified substance(s) terms for the product
at all applicable PhPID levels. This association shall be made by directly associating the assigned PhPIDs to a medicinal
product and its corresponding MPID and PCID as outlined in ISO 11615.

Strength shall indicate quantity, unit of measurement and/or unit of presentation.

Administrable dose form is derived from the pharmaceutical product.

5.1.2 PhPID Specified Substance

As described in ISO 11238, specified substance(s) shall capture detailed characteristics of single substances
or the composition of material that contains multiple substances or multiple physical forms.

The elements necessary to define specified substances shall be divided into four groups to facilitate
implementation.

These groups are described as follows.

a) Group 1 Specified Substance. Elements shall be used to describe material that contains
multiple substances, solvents used in the preparation of herbal or allergenic extracts, specific
marker or signature substances present in plant or animal derived materials, the physical form
of a substance, when relevant, and any properties essential to the description of the material.

The element groups used to define a group 1 specified substance shall include constituents, physical form
and property.

NDTE This grouping of elements allows for the definitions of many materials in commerce that are used in the
formulation of medicinal products.

b) Gn:}up 2 specified substance. Group 2 elements shall be used to capture the manufacturer of
either a substance or a group 1 specified substance along with minimal manufacturing information.

The minimal manufacturing information shall include the overall production method type, (i.e. synthetic,
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extractive, recombinant) production system type, (i.e. cell line, plant or animal tissue), production system
(specific cell line).

NOTE Group 2 elements would allow the tracking of the substance to the manufacturer. It also allows the distinguishing
of synthetic peptides from recombinant peptides and the capture of the product cell line.

c) Group 3 specified substance. Group 3 elements shall capture the grade of the material along with the
source that defines the given grade.

Group 3 elements shall be used to distinguish specific pharmacopeial grades and technical grades of material.

The grade for each pharmacopeia shall be a separate substance if a pharmacopeial monograph related
to a substance is not harmonized.

NOTE For most active pharmaceutical substances, typical grades are USP, EP or JP. For herbal substances, the
grades would be standardized, quantified and unstandardized.

d) Group 4 Specified Substance. Group 4 elements shall contain the most detailed information on a
substance. This information shall include critical manufacturing processes, specifications (impurities and
related substance limits would be captured using constituents), unitage, reference material and analytical
methods used for potency determination.

NOTE The specificinformation described for group 4 specified substances is often submitted in regulatory submissions

in an unstructured manner that is difficult to capture and organize. The fields developed here will attempt to organize and
structure the data in a manner that will facilitate its use in both review and compliance activities.

5.1.3 Pharmaceutical Product Specified Substance ldentification (PhPID SpSub)

The PhPIDs for specified substance(s) shall be generated from three of the four groups (groups 1 to 3) identified
within 1SO 11238.

Groups 1, 2, and 3 contain necessary data elements for more detailed pharmaceutical product identification
which supports the scope and purpose of this International Standard.

Groups 1 to 3, as assigned to an active substance(s) shall be utilized within this International Standard for
pharmaceutical product identification with corresponding PhPIDs attributed as applicable.

Group 4 is a more comprehensive level of substance identification that is not necessary for the purposes of
pharmaceutical product identification and shall not be utilized for PhPID generation.

Specified substance information shall be represented with the active substance(s) elements within a
pharmaceutical product and within a group 1 specified substance, as applicable.

Groups 2 and 3 shall be associated directly with the active substance(s) of a pharmaceutical product and to a
group 1 specified substance as applicable.

NOTE 1  Animplementation guide addresses the assignment and association of specified substance groups for defined
product classes. See |50 11238 for detailed information related to substance and specified substance elements and
identification.

NOTE 2 A jurisdiction may further refine the requirements in relation to specification of specified substances as part of
this International Standard at implementation such that this information is to be specified only if required.

5.2 Cardinality

The relationships within the elements of a pharmaceutical product shall respect the following cardinality:
— a PhPID has one pharmaceutical dose form (cardinality relationship: 1..1);

— a PhPID may have zero to one unit of presentation (cardinality relationship: 0..1);

NOTE This is often used specifically at the point of delivery to the patient in cases where a quantitative unit of
measurement is not applicable.
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— a PhPID has one or more active substances (cardinality relationship: 1..n);
— a PhPID has one or more active specified substances (cardinality relationship: 1..n);
— a PHPID has one or more specified substances (cardinality relationship: 1..n);

— a PhPID has one strength (cardinality relationship: 1..1) based on one to many active substances or
specified substances (cardinality relationship: 1..n); for liquid preparations, the unit volume (cardinality
relationship: 1..1) and total volume per container (cardinality relationship: 1..1) shall both be represented;

— a PHPID has one reference strength (cardinality relationship: 1..1) but it can be composed from strength of
one to many active substances or specified substances (cardinality relationship: 1..n).

5.3 Representation of strength concentration

For liquid preparations, strength shall be represented by both the total volume of the container as authorized by a
Regulatory Medicines Authority and strength concentration per unit volume (e.g. 1 ml). For PhPID generation and
assignment, the strength shall be expressed per total volume per container (MCID and PCID) with the corresponding
strength concentration per unit volume represented in every instance of PhPID Levels 2 and 4. Both representations
shall be considered mandatory elements when illustrating the strength of a pharmaceutical product.

EXAMPLE If two products contain the same strength per 1 ml, but with different container volumes represented,
(Product A at 25 mg/5 ml and Product B at 50 mg/10 ml), different PhPIDs are assigned, with the strength per unit volume
of 5 mg/ml represented within PhPID levels 2 and 4.

The strength concentration per unit volume shall be calculated from the strength per total volume of the
container and presented at all PhPID levels where strength is represented in accordance with the product
authorization by a regulatory authority.

The strength per unit volume shall be included as a data element and mapped to the strength per total volume
at all applicable PhPID levels to support the interoperability and exchange of pharmaceutical product data.

The calculation and mapping of strength concentration per unit volume to the strength per total volume at all
applicable PhPID levels shall be addressed during implementation and maintenance of this International Standard.

5.4 Pharmaceutical product identifier (PhPID)

The PhPID is a unique code assigned at the level of the pharmaceutical product and utilizes the identifying
characteristics as outlined below. For products that need to be reconstituted in accordance with the authorization
by a Regulatory Medicines Authority before they can be administered, the PhPID shall refer to the characteristics
of the product after reconstitution.

© 1SO 2012 — All rights reserved

Copyright Internaticnal Crganization for Standardization
Provided by IHS under license with 150
Mo reproduction or networking permitted without license from IHS Mot for Resale



Legend

Substance Stratum

Strengths

PhPID Set

Specified Substance Stratu

7

ISO 11616:2012(E)

PhPID_SUB_L2

D

MName

Strength {concentration)
Strength (presentation)
Unit of Presentation [0..1]

+ + + + +

PhPID_SUB_L1

+
+

10

PhPID_SUB _L3

1 PhPID_SUB_L4

+ 1D
+ Mame
+  Administerable Dose Form

\ 1.- 1.0

ID
Name
Strength (concentration)

Strength (presentation)
Administerable Dose Form

Unit of Presantation [0..1]

+ + + + + 4

Substance Set

Name 1.*

+ Substance
+ Role
+ Confidentiality Indicator [0..1]

\ 1.

Reference Strength

Reference Strength Measurement Paint [0..1]

Medical Device + Reference Substance 1D [0..1]
J+ + Raferenca Specified Substanca 1D [0..1]
- : Reference Strength Range [0..1]
'S

=

0..1

PhPID_SpSUB_L1

+

+

1D

Reference Strength Country [0..7)]

Specified Substance Set

// 1.

PhPID_SpSUB_L2

Mame 1.

L

+ Specified Substance [1..3]
Role
+ Confidentiality Indicator [0..1]

/ 1.0 1. -

0..

1

Administerable Dosa Form
Unit of Presentation [0..1]

+ ID
1. + Name | T PhPID_SpSUB_L4
+ Strength {concentration) + ID
Version + Strength {presantation) + 1D + MName
+ Effective Date + Unit of Presentation [0..1] + MName + Strength (concentration)
+ Administerable Dose Form s Strangl‘h {pmmnta[ign}

+
+

Figure 1 — Identifying characteristics for PhPIDs

NOTE For more detailed information regarding the specific data elements classifying a particular substance(s) and
specified substance(s), see ISO 11238. The details of these elements are defining attributes for pharmaceutical product
identification and assignment of PhPIDs.

5.5 Pharmaceutical product substance stratum elements (PhPID_SUB_LXx)

5.5.1 The construct of the pharmaceutical product substance stratum

The construct of the pharmaceutical product substance stratum utilizes the active substance(s) with strength,
reference strength, administrable dose form and medical device (when applicable).

5.5.2 Substance Set

5.5.2.1 General

Each pharmaceutical product shall have one or more active substances. For each, the Substance and its Role
shall be identified.
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5.5.2.2 Substance

Each Substance is a value drawn from a value set specified in ISO 11238. It is to be specified using a CD data type.

5.5.2.3 Substance Term-ID

The Substance Term-ID of the pharmaceutical product shall be specified, based on a value drawn from the value
set as defined in ISO 11238. The standard term identifier for the “Substance” (see ISO 11238) shall be described.

5.5.2.4 Substance Term

The Substance Term of the pharmaceutical product shall be specified, where applicable based on a value
drawn from the value set as defined in ISO 11238. The standard term for the Substance (see ISO 11238) shall
be described.

5.5.2.5 Role

The role that the substance plays in the product shall be specified. For instance "active ingredient”, "adjuvant”.

5.5.3 Administrable dose form

5.5.3.1 General

This shall describe the pharmaceutical dose form to be administered in accordance with the terms as authorized
by a Requlatory Medicines Authority, after it has undergone any necessary reconstitution. It is a value drawn
from a value set specified in ISO 11239. It is to be specified using a CD data type.

EXAMPLE Tablet, capsule, oral solution, suspension.
Each pharmaceutical product can have only one pharmaceutical form.

NOTE A medicinal product may have two manufactured items, one with a manufactured dose form of “powder”
and the other with a manufactured dose form of “solution”, which is the solvent. These are then reconstituted to an
administrable dose form “solution for injection” before being administered to a patient.

5.5.3.2. Administrable Dose Form Term-ID

The “Administrable Dose Form Term-ID” of the pharmaceutical product shall be specified on a value drawn
from the value set as defined in ISO 11239. The standard term identifier for the administrable dose form (see
ISO 11239) shall be described.

5.5.3.3 Administrable Dose Form Term

The Administrable Dose Form Term of the pharmaceutical product shall be specified on a value drawn from
the value set as defined in ISO 11239. The standard term for the administrable dose form (see ISO 11239) shall
be described.

5.5.4 Unit of presentation

5.5.4.1 General

Unit of presentation refers to the qualitative description of the unit in which the strength(s) of the pharmaceutical
product is presented and described, often specifically at the point of delivery to the patient, in cases where a
qguantitative unit of measurement is not applicable. The unit of presentation standard term (see ISO 11239) shall
be described.

EXAMPLE “Contains 100 pg per spray” (unit of presentation = spray).
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5.5.4.2 Unit of Presentation Term-ID

The “"Unit of Presentation Term-1D" of the pharmaceutical product shall be specified on a value drawn from
the value set as defined in ISO 11239. The standard term identifier for the unit of presentation (see ISO 11239)
shall be described.

5.5.4.3 Unit of Presentation Term

The “Unit of Presentation Term” of the pharmaceutical product shall be specified on a value drawn from the value
set as defined in ISO 11239. The standard term for the unit of presentation (see ISO 11239) shall be described.

5.5.5 Medical device

When a medical device is a component of a pharmaceutical product, the following data elements apply.

5.5.5.1 Medical Device Term-ID

The Medical Device Term-ID of the pharmaceutical product shall be specified, when applicable, on a value
drawn from a defined value set. The unique device identifier (UDI) shall be described based on an international
reference terminology.

5.5.5.2 Medical Device Term

The Medical Device Term of the pharmaceutical product shall be specified, when applicable, on a value drawn from
a defined value set. The medical device term shall be described based on an international reference terminology.

5.5.6 Confidentiality indicator

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

EXAMPLE 1 Confidential.

EXAMPLE 2  No restriction.

5.6 Pharmaceutical Product Specified Substance Stratum Elements (PhPID_SpSUB_Lx)

5.6.1 The construct of the pharmaceutical product specified substance stratum

The construct of the pharmaceutical product specified substance stratum utilizes the specified substance(s)
with strength, reference strength, administrable dose form, and medical device (when applicable).

NOTE A jurisdiction may wish to relax the requirement of the specification for specified substance as part of this
International Standard at implementation so that this information is to be specified only if required.

5.6.2 Specified Substance Set

A pharmaceutical product shall have one or more specified substances. For each, the Specified Substance
and its Role shall be identified. A specified substance shall reference one or more substances.

5.6.2.1 Specified Substance

5.6.2.1.1 Specified Substance Term-ID

Each Specified Substance is a value drawn from a value set specified in ISO 11238. It is to be specified using
a CD data type.

The Specified Substance Term-ID of the pharmaceutical product shall be specified on a value drawn from the value
set as defined in 1ISO 11238. The standard term identifier for the Substance (see ISO 11238) shall be described.
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5.6.2.1.2 Specified Substance Term

The Specified Substance Term of the pharmaceutical product shall be specified on a value drawn from the value
set as defined in ISO 11238. The standard term for the Specified Substance (see ISO 11238) shall be described.

5.6.2.2 Role

The role that the substance plays in the product shall be specified, for instance “active ingredient”, “adjuvant”.

5.6.3 Administrable dose form

This describes the pharmaceutical dose form to be administered in accordance with the terms as authorized
by a Reqgulatory Medicines Authority, after it has undergone any necessary reconstitution. It is a value drawn
from a value set specified in ISO 11239. It is to be specified using a CD data type.

EXAMPLES Tablet, capsule, oral solution, suspension. Each pharmaceutical product has only one pharmaceutical form.

NOTE A medicinal product may have two manufactured items, one with a manufactured dose form of “powder” and
the other with a manufactured dose form of “solvent”. These are then reconstituted to an administrable dose form “solution
for injection” before being administered to a patient.

5.6.3.1 Administrable Dose Form Term-ID

The Administrable Dose Form Term-ID of the pharmaceutical product shall be specified on a value drawn
from the value set as defined in ISO 11239. The standard term identifier for the administrable dose form (see
ISO 11239) shall be described.

5.6.3.2 Administrable Dose Form Term

The Administrable Dose Form Term of the pharmaceutical product shall be specified on a value drawn from
the value set as defined in ISO 11239. The standard term for the Administrable Dose Form (see ISO 11239)
shall be described.

5.6.4 Unit of presentation

Unit of presentation refers to the qualitative description of the unit in which the strength(s) of the pharmaceutical
product is presented and described, often specifically at the point of delivery to the patient, in cases where a
qguantitative unit of measurement is not applicable. The unit of presentation standard term (see ISO 11239) shall
be described.

EXAMPLE “Contains 100 mcg per spray” (unit of presentation = spray).

5.6.4.1 Unit of Presentation Term-ID

The Unit of Presentation Term-ID of the pharmaceutical product shall be specified on a value drawn from the
value set as defined in ISO 11239. The standard term identifier for the Unit of Presentation (see ISO 11239)
shall be described.

5.6.4.2 Unit of Presentation Term

The Unit of Presentation Term of the pharmaceutical product shall be specified on a value drawn from the value
set as defined in ISO 11239. The standard term for the Unit of Presentation (see ISO 11239) shall be described.

5.6.5 Medical device

When a medical device is a component of a pharmaceutical product, the following data elements apply.
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5.6.5.1 Maedical Device Term-ID

The "Medical Device Term-ID" of the pharmaceutical product shall be specified, when applicable, based on a
value drawn from a defined value set. The UDI shall be described based on an international reference terminology.

5.6.5.2 Medical Device Term

The Medical Device Term of the pharmaceutical product shall be specified, when applicable, based on a
value drawn from a defined value set. The medical device term shall be described based on an international
reference terminology.

5.7 Identifying characteristics to express strength

5.7.1 EXxpressing strength

Depending on the practices in a region or country, the strength description shall be the content of the active
substance/specified substance description expressed quantitatively (e.g. per dosage unit, per unit of volume or
per unit of weight, according to the pharmaceutical form or unit of presentation).

For a medicinal product with a different dose form before and after reconstitution, the pharmaceutical product
section shall describe the strength of the actual pharmaceutical product after reconstitution or dilution in
accordance with the regulatory product information.

NOTE 1 PhPIDs shall not include information related to dosing. The actual amount of product administered to a patient
by a health care provider or self-administration is outside the scope of this International Standard.

For some pharmaceutical products, the exact dose strength cannot be indicated and therefore needs to be
expressed as a range e.g. as “not greater than” or as “not less than” a particular value.

The strength indicated for the pharmaceutical product shall be identical to the strength after reconstitution to
the volume as authorized by a Regulatory Medicines Authority.

EXAMPLE 1 Docetaxel concentrate 20 mg/0,5 ml including 1,5 ml solvent: the dose form and strength for the PhPID
will be docetaxel solution for injection 20 mg/2 ml (10 mg/ml).

EXAMPLE 2 Abatacept powder for concentrate for solution for infusion does not contain solvent. The dose form and
strength after dilution is stated in the product labelling, which shall be utilized as the dose form and strength of the PhPID:
abatacept concentrate for solution for infusion 25 mg/ml.

NOTE 2 A description of strength is included Annex C.
5.7.2 Attributes for representation of strength in PhPID stratum elements

5.7.2.1 Strength (concentration)

The Strength (concentration) shall be specified as a quantity of the substance/specified substance present per
one unit of the pharmaceutical product. For example “2 mg/1 ml”, “2 mg/1 tablet”. For solid dose forms this is
generally the same as Strength (presentation). For liquid preparations, both the total volume of the container as
authorized by a Requlatory Medicines Authority and strength concentration per unit volume shall be identified.

5.7.2.2 Strength (presentation)

The Strength (presentation) shall be specified as a quantity of the substance/specified substance present in a
given quantity of the pharmaceutical product. For example “10 mg/5 ml”, “2 mg/1 tablet”.

5.7.2.3 Representation of Strength (concentration) and Strength (presentation)

The symbol and the symbol identifier for the unit of measure shall be specified as defined in ISO 11240 and its
resulting controlled vocabulary.
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Where the strength is defined on the basis of a Unit of Presentation, the term and term identifier shall be used
as defined in ISO 11239 and its resulting controlled vocabulary.

The value and units of the strength range shall be specified using an RTO < PQ,PQ > data type. This supports
the strength data to be given as a numerator and a denominator, each with units. It allows both a low and a
high value to be specified as well as upper and lower ranges. If both low and high values are the same, the
interval is equivalent to a single value. If the low value is zero or not valued, the range is interpreted as not
greater than the high value. Similarly, if the high value is zero or not valued, the range is interpreted as not less
than the low value.

The unit of measure symbol and the symbol identifier as defined in ISO 11240 and its resulting controlled
vocabulary shall be specified.

Where the strength is defined on the basis of a "unit of presentation”, the term and term identifier shall be used
as defined in ISO 11239 and its resulting controlled vocabulary.

5.7.2.3.1 Representing strength of multi-ingredient products

A product with two ingredients may have a strength described as the quantity of first ingredient plus quantity
of second ingredient per unit of presentation. For example “15 mg + 850 mg/1 tablet”. In ISO 11615 this is
expressed in detail by showing the strength associated with each ingredient but this level of detail is not
required in 1ISO 11616. The RTO < PQ,PQ > data type allows a textual representation of the data and this
should be used for these complex cases.

5.7.2.4 Reference strength

5.7.2.4.1 General considerations
There are two roles for substances and/or specified substances in the PHPID.
— The active substance/specified substance that is added to form the active basis of the product,

— To unambiguously link to the strength of the product. Each pharmaceutical product shall express strength
associated with one or more substance(s) or specified substance(s). In addition, a reference strength for
the product shall be expressed based on an anhydrous free acid, anhydrous free base or a substance
“created” to express activity, where applicable.

EXAMPLE 1 Pancrelipase is an example where the expressed activity represents the reference strength. Pancrelipase
(porcine) is identified as the active substance but there are three different substances upon which the strength of the
product is based: pancrelipase lipase, pancrelipase protease, and pancrelipase amylase (see Annex B).

EXAMPLE 2  Morphine HCI-3H20: an injection that contains 5 mg morphine HCI-3H20 per 1 ml, has a strength of
5 mg/ml morphine HCI-3H20 and a reference strength of 3,80 mg/ml morphine base.

A substance(s) and/or specified substance(s) shall be used as a reference to form the basis of strength of an
investigational or authorized medicinal product.

The reference strength of the substance(s) and/or specified substance(s) shall be described as a quantity of the
substance present in a given quantity of the pharmaceutical product and shall be indicated using the Strength class.

5.7.2.4.2 Reference Strength Substance

If a Reference Strength Substance is specified, the value for the Reference Strength Substance shall be
described using a term and a term identifier as defined in ISO 11238 and its resulting controlled vocabulary.

5.7.2.4.3 Reference Strength Specified Substance

If a Reference Strength Specified Substance is specified, the value for the Reference Strength Specified
Substance shall be described using a term and a term identifier as defined in ISO 11238 and its resulting
controlled vocabulary.
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5.7.2.4.4 Reference Strength Range

The strength of the Reference Strength Substance or Reference Strength Specified Substance shall be specified
as a quantity of the substance/specified substance present in a given quantity of the pharmaceutical product.

The symbol and the symbol identifier for the unit of measure shall be specified as defined in ISO 11240 and its
resulting controlled vocabulary.

Where the strength is defined on the basis of a Unit of Presentation, the term and term identifier shall be used
as defined in ISO 11239 and its resulting controlled vocabulary.

The value and units of the strength range shall be specified using an RTO < PQ,PQ > data type. This supports
the strength data to be given as a numerator and a denominator, each with units. It allows both a low and a high
value to be specified as well as upper and lower ranges. If both low and high values are the same, the interval is
equivalent to a single value. If the low value is zero or not valued, the range is interpreted as not greater than the
high value. Similarly, if the high value is zero or not valued the range is interpreted as not less than the low value.

The unit of measure symbol and the symbol identifier as defined in ISO 11240 and its resulting controlled
vocabulary shall be specified.

Where the strength is defined on the basis of a Unit of Presentation, the term and term identifier shall be used
as defined in ISO 11239 and its resulting controlled vocabulary.

5.7.2.4.5 Reference Strength Measurement Point

The Reference Strength Measurement Point, if applicable, can be described.

5.7.2.4.6 Reference strength country

The country or countries for which the Reference Strength Range and Measurement Point are valid can be
specified using values from 1SO 3166-1 alpha-2 code elements.

If a Measurement Point is specified, a country or countries should be described.

5.7.3 Representation of strength for a patch

For a patch, the strength shall be expressed as “per time unit” or “per each” patch in accordance with the
approval by the medicines regulatory authority. If “per time unit” expression is not applicable, then the strength
shall be expressed as “per each” patch.

When identifying the strength “per time unit” patch, the following principles are applied for PhPID generation:
— capture the rated release of the product (e.g. 1 g/1 hour as authorized by the regulatory authority);
— capture the quantity released per total time unit (e.qg., 24 ng/24 hour).

Where no rated release information is authorized, the quantity per each/contained by each but not delivered by
each (e.g. 50 mg per each patch) shall be specified.

6 Relationship between MPID and PhPID

6.1 Concepts required for the unique identification of a medicinal product and the associa-
tion with PhPIDs

Figure 2 shows the conceptual relationship between MPID and PhPID. The drawing is part of a larger
conceptual drawing taken directly from 1SO 11615, which should be consulted for detailed discussion of the
classes presented.
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Figure 2 — Conceptual relationship between MPID and PhPID

This International Standard defines the concepts required to associate PHPID(s) with regulated medicinal
products (authorized or under investigation in a clinical trial) as described in ISO 11615. Such association shall

utilize the following principles.
a) A medicinal product may relate to one or more pharmaceutical products as part of a treatment regime
[e.g. a kit, which might be a combination pack containing vaginal tablets (500 mg) and an external vaginal

cream (10 %)].
The characterization of the pharmaceutical product(s) based on the active substance(s)/specified
substance(s), the (reference) strength thereof, the pharmaceutical (administrable) dose form(s), and the
medical device (e.g. a scaffolding for cell-based products) being part of the medicinal product.

b)

d)

The description of the pharmaceutical product(s) in the pharmaceutical dose form approved for
administration, where applicable after reconstitution and as authorized in accordance with the regulated

product information.
The association of the regulated (investigational) medicinal product and the pharmaceutical product(s)

using the PhPID(s).
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The PhPID standard is vital in associating products at this level of granularity e.g. to assist in product
identification when a branded/proprietary name or MPID is unavailable. The elements defining the medicinal
product identifier (MPID) are presented in the document ISO 11615.

The PhPID shall refer to one or more medicinal products, which contain the same administered
pharmaceutical product.

A medicinal product shall refer to one or more PhPIDs as one to many PhPIDs may be associated with one
or many MPIDs.

EXAMPLE If a medicinal product contains the same elements as defined for a particular PhPID level, they will
share an identical PhPID. For example, medicinal product A with drug substance X will share a common PhPID1 level
with medicinal product B containing the same drug substance X. Furthermore, if medicinal product A and B both contain
substance X with an administrable dose form Y, but a different strength, PhPID1 and PhPID3 would be identical, but
PhPID2 and PhPID4 levels would have a different PhPID assigned due to the differences in strength.

PhPIDs shall refer to a medicinal product being tested in a clinical trial(s) throughout all phases of development
and after authorization by a regulatory authority within a particular jurisdiction. A change to any of the PhPID
elements associated with a change to the medicinal product shall warrant the generation of a new MPID.

a1 :MPID Attribute Set

.= IDMPBrand A 250mg Capsule (Smith & Co) |

] 00 :PhPID Set
Calinks

Substance _id = pgr999
. SubstanceForm id = stu999
a2 ‘MPID Attribute Set ™ [-----1 SubstanceStrength_id = vwx999

wlinks» SubstanceFormStrength_id = wzy999
.= |IDMPBrand B 250mg Capsule (Jones

i 01 :PhPID Set
b1 :MPID Attribute Set = - ____.
Substance_id = pgr999

.= IDMPBrand A 125mg Capsule (Smith & Co) | “link» SubstanceForm id = stu999

SubstanceStrength_id = xwv999
SubstanceFormStrength_id = vvx999

02 :PhPID Set

Substance id = pqr999
SubstanceForm_id = uts999
SubstanceStrength_id = wvv999
SubstanceFormStrength_id = xxw999

c1 :MPID Attribute Set U cinicr |
.= |IDMPBrand C 125mg/5ml suspension (O'Hare)

Figure 3 — lllustration of the relationship between MPID and PhPID

6.2 Pharmaceutical product identification criteria

6.2.1 General considerations

This subclause specifies how PhPIDs shall be generated.

6.2.2 Multiple products packaged as a kit and administered as separate medicinal products

A product that is constituted of units with different substances, strengths or dose form(s) that are intended to be
administered independently of each other (e.qg. a kit with tablets and cream to be taken at different time intervals
In a particular order, or tablets of different strengths in one blister) shall be assigned separate PhPIDs for each
product contained within the kit (see A.4).
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6.2.3 Multiple products packaged as a kit for reconstitution and administered as one
medicinal product

Multiple products packaged as a kit (combination pack) with the intent of being administered as one medicinal
product shall be assigned one overarching PhPID for the medicinal product at the level of the Kit.

EXAMPLE A product may be supplied as two items, a powder for solution for injection, and a solvent for solution for
injection. One PhPID shall be assigned with the administrable dose form of solution for injection (see Annex B).

Products without solvents (single products) will also have the dose form after reconstitution. Products that
are already solutions, e.g. products with dose form "powder” without solvents and products with dose form
“powder” with solvents, where the reconstituted products are identical, shall share the same PhPIDs.

:Manufactured Iltem

Manufactured Dose Form = Powder for solution for
Unit of Presentation = Cartridge
Pack Size = 1 unit

mixed with

:Manufactured Iltem

Manufactured Dose Form = Solvent for solution for
Unit of Presentation = Vial
Pack Size = 1 unit

produces

:Pharmaceutical Product

Administrable Dose Form = Solution for injection
Pack Size = 5 ml

This is reconstituted from the two Manufactured Items. From the
manufacturer the packk size is not in measurable units and hence
a Presentation Unit is required. Once reconsituted pack size is
specified in ml and hence no Presentation Unit is required.

Figure 4 — Reconstituted kit example

6.2.4 Components of kits which are not packaged together (e.g. radiopharmaceutical kits)

A medicinal product authorized to be marketed as a kit with all components to be reconstituted and intended

to be administered as one product (as approved by a regulatory authority) shall be assigned one PhPID as
reconstituted.

For radiopharmaceutical kits, there may be instances where, due to safety reasons, the radiopharmaceutical
components of the kit would not be packaged together. This will not trigger the generation of an additional
PhPID if the product was authorized as a radiopharmaceutical kit to be administered as one product. The
description of the manufacturing method of radiopharmaceutical kits shall include details of the manufacture
of the kit and details of its recommended final processing to produce the radioactive medicinal product. The
necessary specifications of the radio-nuclide need to be described in accordance, where relevant, with the
general monograph or specific monographs of the applicable pharmacopoeia. In addition, any compounds
essential for the radio-labelling shall be described. The structure of the radio-labelled compound shall also be
described. For radio-nuclides, the nuclear reactions involved shall be described.

9 _ :
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6.2.5 Different representations of strength in two or more regions for identical products

One PhPID shall be generated for a product that is authorized in two or more regions and contains multiple
representations of an identical strength.

Different regional representations that are synonymous for identifying a particular strength in an identical
product shall have the identical PhPIDs assigned, regardless of region.

Mapping of the different terms of each region that are synonymous with a particular strength can be addressed
in maintenance and implementation.

6.2.6 Representation of PhPID for a patch

For a patch, the strength shall be expressed as amount per each patch and per time unit (when applicable).
In addition to identifying the amount per each patch, the following principles shall be applied when generating
PhPIDs for a patch (see Annex B):

— capture the rated release of the product (as authorized by the regulatory authority);
— capture the quantity released per time unit (e.g., 24 1g/24 hour).

Where no rated release information is authorized, capture the quantity per each/contained by each but not
delivered by each (e.g. 50 mg per each paich).

7 Relationship between IMPID and PhPID

Investigational medicinal products refer to the medicinal product being tested in a clinical trial throughout all
phases of development prior to its authorization by a regulatory authority within the region in which the product
IS Intended to being marketed.

The IMPID is using a common attribute set related to an investigational medicinal product, which when all of
them have a value, define a specific IMPID concept. The pattern is:

— Country Code Segment [ISO 3166-1 alpha-2 code elements];
— Sponsor [Organization ldentifier] Code Segment;
— Sponsor Product Code and/or Regulator Product Code (depending on regional requirements) Segment.

Figure 5 shows the conceptual relationship between IMPID and PhPID. The figure is part of a larger conceptual
drawing taken directly from ISO 11615, which should be consulted for a detailed discussion of the classes presented.
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Medicinal Product
Classification

'
Investigational .
Medicinal Product Manufacturer
Version Name /Establishment
' SRS Clinical Trial
- x‘“‘x J Authorisation
H"““--x._ AN / |[
'&Hh K‘“‘H-.H .-Il |
me “x_x I'.I I.-'Il Il rf
. e %, / |
IMPID is held in . AN W— | prd
Investigational | ™~ Investigational |
Medicinal Product - Medicinal Product ||
|
y — |
Clinical -
Particulars , | T
|| |Packaged Medicinal
| Product
|
|
|
| A Device
PhPID is held Pharmaceutical —
in PhPID Set | Product 1~
.-""-..-..-
-~ . '
_— T II
Dosing and o -
Route of L #,f”f I|
Administration - ||
Pharmaceutical| B | ||
Characteristics ' l
Ingredients

Figure 5 — Conceptual relationship between IMPID and PhPID

PhPIDs shall refer to an investigational medicinal product being tested in a clinical trial(s) throughout all phases of
development prior to its authorization by a regulatory authority within a particular jurisdiction. A change to any of the
PhPID elements associated with a change to the medicinal product shall warrant the generation of a new IMPID.

The principles for assigning a PhPID to an investigational medicinal product are identical to their assignment
for authorized medicinal products. However, there may be dissimilarities between regulators or when PhPID
levels are to be assigned to an investigational medicinal product (e.g. different phases of development). As
stated, this International Standard accommodates the generation and assignment of PhPIDs for investigational

medicinal products, but the timing and utilization of PhPID levels for investigational medicinal products shall be
addressed in regional implementations of this International Standard.
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a1l :Investigational MPID Attribute Set
. = |IDMPTralBrand A 250mg Capsule {Smith & Co) [RREN . 00 :PhPID Set

Substance_id = pgr999
SubstanceForm id = stu999

a2 :Investigational MPID Attribute Set  _________. SubstanceStrength_id = vwx999

links SubstanceFormStrength_id = wzy999
. = |DMPTrial Brand B 250mg Capsule (Jones
01 :PhPID Set
b1 :Investigational MPID Attribute Set
""" ---= Substance_id = pqr999
.= IDMPTrial Brand A 125mg Capsule (Smith & Co) alinks SubstanceForm id = stu999

- Suhstan:eﬂtrenall'l. id = xwv999
SubstanceFormStrength_id = vwx899

c¢1 :Investigational MPID Attribute Set 02 :PhPID Set

wlinko ey
Substance_id = pqragg
.= IDMPTrial Brand C 125mg/5ml suspension (O'Hare) B a1 & yte090

— SubstanceStrength_id = www399
SubstanceFormStrength_id = xxw399

Figure 6 — High-level example of the relationship between IMPID and PhPID

8 Conceptual model

The composition of the pharmaceutical product as authorized by a Regulatory Medicines Authority shall be
capturedinastructured format. Toillustrate this point, a high-level conceptual model related to the pharmaceutical

product is presented in Figure 7 along with representative examples (in Annex A) for pharmaceutical product
identification assignment.
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LE@ITI PhPID_SUB Substance Set
Substance Stratum id 1.7 Substance
| . Mame + Role
L i el S I B Administerable Dase Form [0..1] + Confidentiality Indicator [0..1]

Strengths Strength {concentration) [0..1]
atrength (presentation) [0..1]

Unit of Presentation [0..1]

& o &k kg

11238 Substances

.1 L

4 _
/ Reference Strength
PhPID Set
Medical Device + Reference Subgtance D [0..1]
+ ID + Reference Specified Substance 1D [0..1]
0.7 + N + Reference Strength Range [0..1]
ame + Reference Strength Measurement Point [0..1]
+ Reference Strength Country [0..%]
. PhPID_SpSUB 1.7
+ d
Version + MName
N _ 1.4+ Adminigterable Dose Form [0..1] Specified Substance Set
Effective Date + Strength (concentration) [0..1] 1." S G E—— >
+ Strength (presentation) [0..1] N RDFCI ied Substance [1..3]
+ Unit of Presentation [0..1 e
10--1] + Confidentiality Indicator [0..1]

From 11238 - For illustration only, classes are incomplete, cardinalities omitted

Specified Substance Group 2

Specified Substance |D
Manufacture Method
Manufacturer

Cell Expression

+= 4+ = 4

Specified Substance Group 1

Substance Specified Substance ID /

+ Substance ID Name

Ratio

+ 4+ + 4+

Specified Substance Group 3

+ Specified Substance ID
|\_\, + Monograph Referance

Thisis NOT a hierarchical structure but a means of
classfication where the relationship between
members of different groups is sometimes definad.

For Specified Substance |IDin 11616 one value can
be taken from each of group 1, 2, 3 though in most
casas a single value will suffice.

Group 4 exists, but isnot used in specifying PhPID

Figure 7 — High-level conceptual model of pharmaceutical product identification
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Annex A
(informative)

Examples

A.1 General

As presented in this International Standard, the following illustrations represent the foundational data elements
for generation of pharmaceutical product identifiers (PhPIDs).

A.2 PhPID model (Figure A.1)

Figure A.1 shows a modelled representation of PhPID data elements for an adjuvanted H1N1 influenza vaccine.
The detailed MPID data elements for this model can be found in ISO 11615, Annex B for the MPID data elements.

A2y a0 7 KT e =l =T
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:BhPID SUB L1
1D = wesanananariw v
Name = A/Nevad #2009 (HIN1)v-like strain (2-0992)
¥
(veccine siraln :Subatance St

Substance ID = sub87
Rale = Active ingredient

;|ln-mymm

BhPID SUR |2
1D = oo
Hame = AfMNevada/2009 (HIN 1)v-ike strain (Z-9982) 3.75 mog £0.5 mf
Strength [concentration) = 7.5 mog S mif
Strength(presentation) =3.75 meg /0.5 ml

(vaccing siraln) :Buhstance Sat
Substancs 1D = suba7
Rola = Active ingrediant

L
(haermagiam) -:Reference Strength

Referance Substance I0= subds
Referance Strength Rangss (3.75 meg to 3.75 meg) / 0.5 mi

PhPID SUR 13

Name = AMNevadaa2009 (HIN1)vdike strain (2-939Z) Emulsion for injection
Administerable Dosa Form= Emulsion for Injn:hn

(vaccine sirain] :Substance Set

Substance |D = subd7
Role = Active ingredient

ID wmzzzezzzees

Strength{concantration) = 7.5 mog / mf
Strength {presentation) = 3,75 meg /L5 md

:PhPID_SUB_|4
_ | Name = A/Nevada9/2009 (HIN1)v4ike strain (2-8992) 3.75meg /0.5 ml Emulsion for injection

Administerable Dose Forme Emulsion for injection

T

Substance ID = subsF
Role = Active ingrediant

¥

Reference Substance D= subds

{haemaglitani :Eefersnce Strength
Reference Sitrength Fanges (3,75 meg 103,75 meg) £ 005 m

D{E- EEELEELREEE]

r ‘

Name = ANevada'8/2009 (H1M1)v-like strain (Z2-9992)

{squaipne) :Specified Substance Sot
Specified Substance 1001) = 85101

(vaccine shrair) :Specifisd Substance Sot
Specified Substance I01) = ss102

Specified Substance I02) = null +
Specified Substance 103) = null
Rale = Adjuvant

Specified Substance I02) = s$103

Specified Substance I03) = null
Rala = Aclive in it

I0 = bbbbbbbbbd

Sirength (conceniration = 7.5 mog /S mi
Strangth (presentation = 3.75 meg /0.5 mi

(squalens) 2
Specified Substance I01) = s5101

Name = AMNevada@'2008 (H1N1v-like strain (£-9992] 3.75 mog / 0.5 mi

(vacoine sirair ©
Specified Substance I01) = s8102

Bpecifiad Substance I02) = null -  Specified Substance I02) = ss103
Specified Subsiance I03) = null Specified Substance I03) = null
Role = Adjuvant Fole = leinw

[squaleng Reference Strangth (hasmagiutanij :Baferance Strangth

Reference Substance 0= sub88
Referance Strenagth Range= (10.85 mg to 1086 mg) (0.5 mi

Reference Substance 0= subd8
Referance Strength Range= (375 meg to 3.75 meg) ( 0.5 md

» ID'= cooococooe

PhPIN SpSUR 13

MNarme = AMevada 2008 (H1N1 ke strain (Z-9992] Emulsion for injection
Administerabls Doss Form= Emulsion for ingaction

(squalens) -
Specified Substance I01) = 25101

(vacoine sirair 1
Specified Substance I01) = ££102

Specifiad Substancs I02) = null +
Specified Subatance I003) = null
Rale = Adjuvant

I0'= dddddddddd

N
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Strength (concentration) = 7.5 mog / mi
Strangth (presentation = 3.75 meg /0.5 mi

:PhPI0 SpSUB L4
Mame = AMNevadaS' 2008 (H1M1 v-like strain (Z£-9992) 3.75 mog / 0.5 mi Emulsion for injection

Administerable Dose Forme Emulzion for ingsction

& Spacified Substance I02) = 55103
Specified Subatance I03) = null
Role = Active ingredient

{squalensl -
Specified Substance I01) = 25101
Specified Substance 102) = null -
Specified Substance I013) = null
Role = Adjuvant

(vacoine sirair :

Specified Substance I01) = 5102
Specified Substance 102) = ss103
Specified Substance I003) = null
Fole = Active in it

[squaleng)
Referance Substance D sulb09

Reference Strength Ranges (10.85 mg ko 7056 mg) /0.5 mi

(haemagiutani :Beference Strength
Reference Substance |Dm subo8
Reference Strength Range= (375 meg to 3.75 meg) / 0.5 mi

Pandemic Influenza (H1N1),
Adjuvantad Vaccine

Legeand
[l Substance Stratum
- | Specified Substance Stratum
| Strengths
= 11238 Substances

Figure A1 — PhPID Model: Pandemic influenza (H1N1), adjuvanted vaccine
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A.3 Solid oral (Figure A.3)

Invented brand name: LITHDRUG® (lithium carbonate, pharmacopeia), extended-release tablets 300 mg, ISO
IDMP Manufacturer Alpha.

Components: 1

Strength/dosage form: 300 mg tablet

Active substances: lithium carbonate

Reference strength: lithium ion, 8,1 mmol

Table A.1 — Strata and levels

PhPID Active
Substance Stratum

PhPID SUB L1 — lithium carbonate
PhPID_SUB L2 — lithium carbonate 300 mg (lithium ion, 8,1 mmol)*
PhPID _SUB L3 — lithium carbonate, tablet, extended release

PhPID_ SUB L4 — lithium carbonate 300 mg (lithium ion, 8,1 mmol), tablet, extended-release

PhPID Specified
Substance Stratum

PhPID_SpSUB_L1 — ISO IDMP Manufacturer Alpha, (USP, EP Monograph) lithium carbonate

PhPID_SpSUB_L2 — ISO IDMP Manufacturer Alpha, (USP, EP Monograph) lithium carbonate
300 mg (lithium ion, 8,1 mmol)

PhPID SpSUB L3 — ISO IDMP Manufacturer Alpha, (USP, EP Monograph) lithium carbonate,
tablet, extended-release

PhPID_SpSUB_L4 — ISO IDMP Manufacturer Alpha, (USP, EP Monograph) lithium carbonate
300 mg (lithium ion, 8 mmol), tablet, extended-release

NOTE 1  The strength and reference strength are different in this example.

NOTE 2 See ISO 11238 for the detailed data elements defining a substance/specified substance (e.g. source, grade,
additional manufacturing information).
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I—

PHPID SUB 11

— = |0 =W

Hame = Lithium Carbonate
' L
(lithium carbonaly Substance Sat
Substance I0(2) = subl2
Role = Active ingredient

BhPID SUR 12

1D = i o

——®* MName = Lithiumn Carbonatg 300 mg

Strangth (concentration) = 300 mg S T unit
Stremgth (presentation) = 300 mg
¥
(hithium carbonald Substance Set
Substance 102} = subf2
Fole = Active ingradient
Y
{fithivm don) :Beference Strength
Referanca Substanca 0= sub87
Reference Strength Range= 8.9 mmal /£ 7 unit

:PHPID _SUB 13
1D =yyyyaniyy

Marme = Lithium Carbonatg Exlended Relkeass Tablels
Administerable Dose Forms Extended release tablet
¥
{fithium carbonatd Substance Set
Subslance I02) = sub82
Fole = Active ingredient

BHPID SUB 14
ID = zrrazazras

Mame = Lithium Carbonatg Extended-Release Tablets 300 myg
Strength (concentration) = 300 mg £ T unit
Strength (presentation) = 300 mg
Adminisierable Dose Forme= Extended release tablet
4
(ithium carbonaly Bubstance Sat
Substance I02) = subi2
Role = Active ingradisnt
¥
[fithiim ior) :Beference Strength
Reference Substance 0= sub87
Referance Sirength Range= 8.7 mmaol / 7 uni

:PhPID_SpSUB L1
—® D = gaazaaaand
Mame = Lithium Carbonatg Pharmacopoeia
L4

[ Mthivem carbonaty Specifisd Subsfance Sat
Specified Substance I01) = £5121
Specified Substance I0f2) = 25122
Specified Substance I03) = null
Role = Active ingredient

PhPlD_SpsUB L
D = bbbbbbbbbb

— " Name = Lithium Carbonatg Pharmacopoeis 200 mg

Strangth (concentration) = 300 mg / T unit
Strength [presentation) = 300 myg

(Hithium carboraty :Specified Substance Set
Specifled Substance I01) = s5121
Specified Substance I02) = ss122
Speacified Substance 103) = null
Role = Active ingrEdiEl_:l'_t

{fithivm don) :Beference Strength
Referanca Substance 0= sub81
Reference Strength Range= 8.9 mmal /£ 7 unit

EhPID _SpSUB L3
ID = cecocoocoooo

Marme = Lithium Carbonaty Pharmacoposig ExtendedRelease Tablals
Administerable Dose Form= Extended releassa tablat

Y
{#thivm carboratg
Spacified Substance I01) = 55121
Specified Substance 102) = s5122
Specified Substance 103 = null
Rola = Active ingradisnt

:PhPID_SpSUR 14
ID = dddddddddd

Mame = Lithium Carbonatg Pharmacopoeig ExtendedRelease Tableis 300 mg
Strength [concentration) = 300 myg / 7 unit

Strength (presentation) = 300 mg

Adminisierable Doss Form= Extended release tablat

¥
[ #thitm canbanatg Wﬁﬂﬂ
specified Substance I01) = s5121
Specified Substance I02) = g5122
Specified Subsiance 103) = null
Fole = Active ingredla%t

{Nthiin Jor) :Beference Strength
Reference Substance |0= sub8d
Referanca Strength Range= 8.9 mmal / 1 unit

Lithium Carbonate

|

Legend
_ Substance Stratum
Specified Substance Stratum
Sirengths
= 11238 Substances

From 11238

Figure A.2 — PhPID model: LITHDRUG® (lithium carbonate, pharmacopeia)
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A.4 Multiple products packaged as a kit and administered as separate medicinal
products

Invented brand name: COMBIDRUG™ combination pack (vaginal tablets 500 mg and cream 1 %), ISO IDMP
Manufacturer Bravo

Components: 2
Strength/dosage form: 500 mg tablet and 1 % external cream
Active substances: clotrimazole tablet/clotrimazole cream

Reference strength: 500 mg clotrimazole/1 % clotrimazole

Table A.2 — Strata and levels

PhPID SUB L1 — clotrimazole
PhPID Active PhPID_SUB_L2 — clotrimazole 500 mg (clotrimazole 500mg)
Substance Stratum | php|D_SUB _L3 — clotrimazole tablet

PhPID _SUB L4 — clotrimazole 500 mg tablet (Clotrimazole 500mg)

PhPID_SpSUB_L1 — (ISO IDMP Manufacturer Bravo) clotrimazole

PhPID_SpSUB_L2 — (ISO IDMP Manufacturer Bravo) clotrimazole 500 mg (clotrimazole
PhPID Specified 500 mg)
Substance Stratum | phpID SpSUB L3 — (ISO IDMP Manufacturer Bravo) clotrimazole tablet

PhPID_SpSUB_ L4 — (ISO IDMP Manufacturer Bravo) clotrimazole 500 mg tablet (clotrimazole
500 mq)

PhPID_SUB L1 — clotrimazole
PhPID Active PhPID_SUB_L2 — clotrimazole 1 % (clotrimazole 1 %)
Substance Stratum | pyp|D  SUB L3 — clotrimazole external cream

PhPID_SUB _L4 — clotrimazole 1 % external cream (clotrimazole 1 %)

PhPID_SpSUB_L1 — (ISO IDMP Manufacturer Bravo) clotrimazole

PhPID_SpSUB_L2 — (ISO IDMP Manufacturer Bravo) clotrimazole 1 % (clotrimazole 1 %)
PhPID Specified |
Substance Stratum | PhPID_SpSUB_L3 — (ISO IDMP Manufacturer Bravo) clotrimazole external cream

PhPID_SpSUB_L4 — (ISO IDMP Manufacturer Bravo) clotrimazole 1 % external cream
(clotrimazole 1 %)

NOTE See ISO 11238 for the detailed data elements defining a substance/specified substance (e.g. source, grade,
additional manufacturing information).

A.5 Multiple products packaged as a kit for reconstitution and administered as one
medicinal product

Invented brand name: ANTIHEMODRUG® (antihaemophilic factor, recombinant human) kit, ISO IDMP
Manufacturer Charlie

Components: 2 (antihaemophilic factor, powder for solution and Sterile Water for Injection)
Strength/dosage form: 250 iU/10 ml (25 iU/ml), solution for injection
Active substances: antihaemophilic factor, recombinant human

Reference strength: antihaemophilic factor, 25 iU/mi

A 12y N N
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Table A.3 — Strata and levels

PhPID Active
Substance Stratum

PhPID _SUB L1 — antihaemophilic factor, recombinant human
PhPID _SUB L2 — antihaemophilic factor, recombinant human, 250 iU/10 ml (25 iU/ml)*,
PhPID SUB L3 — antihaemophilic factor, recombinant human, solution for injection

PhPID SUB L4 — antihaemophilic factor, recombinant human, 250 iU/10 ml (25 iU/ml),
solution for Injection

PhPID Specified
Substance Stratum

PhPID SpSUB L1 — ISO IDMP Manufacturer Charlie antihaemophilic factor, recombinant
human,

PhPID_SpSUB_L2 — ISO IDMP Manufacturer Charlie antihaemophilic factor, recombinant
human, 250 iU/10ml (25 iU/ml),

PhPID_SpSUB_L3 — ISO IDMP Manufacturer Charlie antihaemophilic factor, recombinant
human, solution for injection

PhPID_SpSUB_L4 — ISO IDMP Manufacturer Charlie antihaemophilic factor, recombinant
human, 250 iU/10 ml (25 iU/ml), solution for injection

NOTE 1  The strengt

NOTE 2 See ISO 11
additional manufacturin

A.6 Patch
Brand Name: NICOD

Components: 1

h and the reference strength are identical in this example.

238 for the detailed data elements defining a substance/specified substance (e.g. source, grade,
g information).

RUGO (nicotine transdermal patch extended release), ISO IDMP Manufacturer Delta

Strength (per each and per time unit)/dosage form: patch, 25 mg/24 hours

Active substances: ni

cotine

Reference strength: nicotine, 25 mg

Table A.4 — Strata and levels

PhPID Active
Substance Stratum

PhPID SUB L1 — nicotine

PhPID_SUB L2 — nicotine, 25mg/24hrs (nicotine 25 mg)*

PhPID _SUB L3 — nicotine transdermal patch

PhPID_SUB L4 — nicotine transdermal patch, 25 mg/24 hrs, (nicotine 25 mq)

PhPID Specified
Substance Stratum

PhPID_SpSUB_L1 — ISO IDMP Manufacturer Delta Nicotine
PhPID _SpSUB_ L2 — ISO IDMP Manufacturer Delta Nicotine, 25 mg/24 hrs (nicotine 25 mqg)
PhPID_SpSUB_L3 — ISO IDMP Manufacturer Delta Nicotine, transdermal patch

PhPID_SpSUB_L4 — ISO IDMP Manufacturer Delta Nicotine transdermal patch, 25 mg/24 hrs,
(nicotine 25 mg)

NOTE 1  The strengt

NOTE 2 See ISO 11
additional manufacturin

A.7 Reference

h and the reference strength are identical in this example.

238 for the detailed data elements defining a substance/specified substance (e.g. source, grade,
g information).

strength

Brand name: PANCREADRUG®, pancrelipase (lipase, protease, amylase), ISO IDMP Manufacturer Echo

Copyright Internaticnal Crganization for Standardization

Provided by IHS under license with 150

© 1SO 2012 — All rights reserved

Mo reproduction or networking permitted without license from IHS Mot for Resale



Components: 1
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Strength/dosage form: 200 mg capsule

Active substances: pancrelipase

Reference strength: lipase, 5 000 iU, protease, 10,000 iU, amylase, 15,000 iU.

Table A.5 — Strata and levels

PhPID Active
Substance Stratum

PhPID_SUB_L1 — pancrelipase

PhPID SUB L2 — pancrelipase 200 mg (lipase, 5 000 iU, protease, 10,000 iU, amylase,
15,000 iU)*

PhPID _SUB L3 — pancrelipase capsule

PhPID_SUB _L4 — pancrelipase 200 mg capsule (lipase, 5 000 iU, protease, 10,000 iU,
amylase, 15,000 iU)

PhPID Specified
Substance Stratum

PhPID_SpSUB_L1 — ISO IDMP Manufacturer Echo- pancrelipase,

PhPID_SpSUB_L2— ISO IDMP Manufacturer Echo - pancrelipase, 200 mg, (lipase, 5 000 iU,

protease, 10,000 iU, amylase, 15,000 iU)
PhPID_SpSUB_L3 — ISO IDMP Manufacturer Echo - pancrelipase, capsule

PhPID_SpSUB_L4 — I1SO IDMP Manufacturer Echo - pancrelipase, 200 mg capsule, (lipase,
5 000 iU, protease, 10,000 iU, amylase, 15,000 iU capsule)

NOTE 1  The strength and the reference strength are different in this example.

NOTE 2 See ISO 11238 for the detailed data elements defining a substance/specified substance (e.g. source, grade,
additional manufacturing information).

A.8 Multi ingredient (Figure A.8)

Invented brand name: GLUBRAVA® (pioglitazone and metformin), capsules 15 mg + 850 mgqg, ISO IDMP
Manufacturer Foxtrot Co.

Components: 1

Strength/dosage form: pioglitazone 15 mg + metformin 850 mg, capsule

Active substances: pioglitazone; metformin

Reference strength: pioglitazone 15 mg per tablet; metformin 850 mg per tablet

Table A.6 — Strata and levels

PhPID Active
Substance Stratum

PhPID_SUB_L1 —pioglitazone + metformin

PhPID_SUB_L2 —» pioglitazone 15 mg + metformin 850 mg
PhPID_SUB _L3 — pioglitazone + metformin capsule

PhPID _SUB L4 — pioglitazone 15 mg + metformin 850 mg capsule

PhPID Specified
Substance Stratum

PhPID_SpSUB_L1 — ISO IDMP Manufacturer Foxtrot, pioglitazone + metformin

PhPID SpSUB L2 — ISO IDMP Manufacturer Foxtrot, pioglitazone 15 mg + metformin 850 mg

PhPID_SpSUB_L3 — ISO IDMP Manufacturer Foxtrot, pioglitazone + metformin capsule

PhPID _SpSUB L4 — ISO IDMP Manufacturer Foxtrot, pioglitazone 15 mg + metformin 850 mg

capsule

mIcmnnin Al F“qhts reserved
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NOTE
additional manufacturing information).

Rolew Active ingredient

PhPID SUE 11
D WA AW WA WA
Mame = pioglitazonea + metformin
Subsiance St Substance Sat
Substance |0=subd¥ }174’{ Substance ID= subT&

Fole m Active ingredient

At G

[T m oo

Marme = picglitazene 15 mg + metformin 850 mg
Strength {(concentration) = 15mg + 850 mg S T unit
Strength (presentation) = 15mg + 850 mg

[piogiitaz
Referance Substance |ID= subTT
Reference Strength Range= (15 mg to 15 mgh / 7 unil

{plogiitazong -Suhstance Sat imetformin) :Substance Set
Substance |[Dwsubf7F Substance IDw subyg
Role= Active ingredient Role = Aclive ingredient
 J 4
ong :Refarence Strangth frme

Refarence Substance 0= subfg&
Reference Strength Range= B50 mg o B50mgh / 7 unit

ID = yyyyyyyyyy

{ogitazong SSubstance Set
Substance D= subf 7
Role= Active ingredient

-PHPID SUA 13

Mame = picglitazene + metformin capsule
Administerable Dose Forms Capsuls

(metfarmiv) :Substance Set
Substance D= sub78
Role = Active ingredient

IR i de i

:PhPID SUB 14

Mame = pioglitazene 15 mg + metformin 850 mg capsule
Strength (concantration) = 15mg + 850 mg £ 7 unit
Strength (presentation) = 15mg + 850 mg
Administerable Dose Form= Capsuls

(pioglitarons) :Substance Set ‘ (metformin) Substance Set
Substance [Dw subd 7 Substance IDw subTE
Role= Active ingradient Rale = Aclive ingradient
L J ¥
(pioglitazong Referance Strangth {metforminy :Reference Strength

Reference Substance IDe subyyF
Referance Strangth Range= (15 mg o 15 mg / T unit

Reference Substance |Dwsubr8
Reference Strength Range= B50 mg o B50mgh / 7 unit

¥ |} = paseaasasa

PhPID_SpSUB L1

Mame = ploglitazomnsa + metformin

[pioglifazong Spacified Substance Sat
Specified Substance I01) = 28331
Specified Substance I02) = ££333
Lpecified Substance I03) = mull
Role m Active Ingredient

I = bisbbbbbbbb

[pogifazonyg ;Spacifisd Substance Set
Specified Substance IO1) = 58331

Specified Substance I01) = 25332
Specified Substance I02) = $5334
Specified Substance I063) = null
Fole m Active ingredisnt

‘ (metformin) :Specified Substance Set

* Name = pioglitazone 15 mg + metformin 850 mg
Strength (concentration = 15mg + 850 mg « T unil

Stremgth {prasentation) = 15mg + 850 mg

{rmatfarmmin)
Specified Substance I0M) = 85332

F

Specified Substance IG2) = 55333
Specified Substance I03) = null
Role m Aclive I|'-5;:|n.=,l:lierﬂi

Specified Substance I02) = 55334
Specifiied Substance I03) = null
Fiole = Active lngr&dleng'_

Beference Strength
Referance Substance [Dm subf7F
Rafarence Strength Range= (15 mg to 15mgh ¢ T unit

{metfarmin) 2
Referance Substance |De suby8
Refarance Strength Range= (B50mg to 850 mgh /1 unit

I0}= coccoooooo

(oghtazong :Specified Substance Set
Specified Substance I01) = 58331
Lpecified Substance I02) = s833
Specified Substance I3} = mull
Role = Active ingredient

10 = dddddddddd

Marme = ploglitazone 15 mg + metformin 850 mg capsule
Strength {concentration) = 18mg + 850 mg £ T unif
Strength (presentation) = 18mg + 850 mg
Ackmdnisterable Dose Form= Eapsul&

PhPID SpSUE 13

Marme = pioglilazons + metformin capsule
Administarable Dose Forms Capsula

{rretforming
Specified Substance I01) = 55332
Spacified Substance I02) = 85334
Spacified Substance 1I03) = null
Raole = Active imgredient

(pioglifazong :Specified Substance Set
Specifled Substance 01} = £5331
Specified Substance I02) = 85333
Specified Substance I3) = mull
Hole = Acdiva |ngraman1'

jmatformin) (Specified Substance St
Specified Substance I0M) = g5332
Specifiad Substance I02) = 55334
Specified Substance I0E3) = null
Foole = Active ingr&di&n‘tr

[piogitazondg Beference Strength
Refearance Substanca 0= subfrF

Reference Strength Range= (15 mg to 15 mgh /7 unit

imetfarmin iBelerence Strength
Referance Substance ID= subT8
Reference Strength Ranges (350myg to 850 mgh (1 unit

See ISO 11238 for the detailed data elements defining a substance/specified substance (e.g. source, grade,

Glubrava

i

Legend
71 Substance Stratum

L Specified Substance Stratum
| Stranglihe

"111238 Substances

From 11238

Figure A.3 — PhPID model: GLUBRAVA® (pioglitazone and metformin)
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Annex B

(informative)

Tabl

ed examples

B.1 Example of representation of strength

1ISO 11616:2012(E)

70 |— mg =
1) Equal 100 - ml _
(Iow)value
‘ 75 ‘— IU —
2) Not less than
100 — ml —
low value
: 0 - mg
3) Not greater than
—‘ 100 — ml
high value
75 H IU ‘ 100 | IU ‘
4) Range |
‘ 100 — ml 100 — ml
low value high value

Figure B.1 — Modelled example for representation of strength
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B.2 Example of representation of strength for medicinal product types?

Table B.1 — Conventions on the representation of strength

Non-injection unit dose [solid, (semi)liquid]

Numerator Numerator Denominator Dennmlnatur
Case Example value unit value unit of
presentation
Oral solid it]/Each ZE[UH“] b it 1 Each
ral so n ac — number n ac
| [unit] 1Each u [unit]
Non-injection continuous dose (liquid or semisolid)
: Denominator
Numerator Numerator Denominator .
Case Example value unit value unit ui_
presentation
Non-injection 25[ unit]
liquid 1 ml or [unit]/ML oML number [unit] number ML
greater
Non-injection 25[ unit]
liquid less than [unit}/ML — number [unit] Number (<1) ML
0,1 ML
1 ml
Non-injection continuous dose (solid)
Numerator Numerator Denominator Dennrrunatnr
Case Example value unit value unit of
presentation
Non-injection Eﬁ[ur'lit]
solid 1 gram or [unit]/GM™) W number [unit] number GM
greater
Non-injection EE[UHit]
solid less than [unit]/GM™) —= number [unit] Number (<1) GM
1 0,1 ML
gram
Parenteral unit dose (the unit dose is given in total)
. Denominator
Numerator Numerator Denominator .
Case Example value unit value unit ui_
presentation
iacti ' 25| unit
'”Je‘ét;r;””'t [unit]/Each % number [unit] 1 Each
Parenteral continuous dose (including partial use of a unit dose vial)
Numerator Numerator Denominator Dennr!‘unatnr
Case Example value e value unit of
presentation
injection liquid , 25[ unit ] .
1 ml or greater [unit]l/ML —10 ML number [unit] number ML
injection liquic [unit)/ML 25 unit] number [unit] Number (<1 ML
less than 1 ml N 0,1ML (=1)
Inhaler
Numerator Numerator Denominator Dennn_unatur
Case Example : unit of
value unit value

presentation

1)  Calculation and mapping of PhPIDs with concentrations of strength per unit volume shall be addressed during
implementation and maintenance of this International Standard.
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Table B.1 (continued)

Non-injection unit dose [solid, (semi)liquid]
Inhal d it]/d Eﬁ[unit] b it 1 d
nhaler - powder [unit]/dose TEach number [unit] o0se
Inhaler — liquid | 25[ unit | .
single dose [unit]/Each T Each number [unit] 1 Each
Inhaler - liquid Eﬁ[unit]
multidose 1 ml or [unit)/ML e — number [unit] number ML
10 ML
greater
Inhaler — liquid , 25[ unit | .
less than 1 ml [unit]/ML —0,1 ML number [unit] Number (<1) ML
Topical, patch
Transdermal | [unit]/Per Time |  25[unit] . .
patch B Each Each number [unit] 1 time or each
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