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Foreword

ISO (the International Organization for Standardisation) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

Thle procedures used to develop this document and those intended for its further maintenance are
degcribed in the ISO/IEC Directives, Part 1. In particular the different approval criterianeeded for the
diffferent types of ISO documents should be noted. This document was drafted in accordancg with the
edjtorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

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.|Details of
any patent rights identified during the development of the document wilk’be'in the Introduction and/or
onfthe ISO list of patent declarations received (see www.iso.org/patents))

Anly trade name used in this document is information given for the convenience of users angl does not
copstitute an endorsement.

Fol an explanation on the voluntary nature of standards, the meaning of ISO specific erms and
expressions related to conformity assessment, as well:as information about ISO's adherefce to the
Wagrld Trade Organization (WTO) principles in the Techirical Barriers to Trade (TBT) see the| following
URL: www.iso.org/iso/foreword.html.

Thiis document was prepared by Technical Committee ISO/TC 215, Health informatics.
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Introduction

This document is a guide for implementing ISO 11615, one of the five ISO IDMP standards. The five ISO
standards and four ISO Technical Specifications, when used together, provide the basis for exchanging
data elements that will support the unique and unambiguous identification of Medicinal Products. The
primary purpose for this document is to provide technical guidance to software implementers. Short
descriptions of business rationale are also included, where relevant, to provide context. Thus, this
document focuses on business and technical considerations for implementation that will construct and
parse well-formed, transmittable IDMP messages. Following transmission of required data elements,

unique id
it is nece

document does not include extensive information on creation or maintenance of identifier repgsitor
Reference] is made to regional guidance/implementation guides to support practical impleméntat

within a
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ssary to reliably identify and trace regulated biopharmaceutical products. However, \t

biven region/jurisdiction. The development of an ISO technical report for idehtifying c

pre
his
es.
on
bre

principles for the maintenance of identifiers and terms for ISO IDMP is to be developed-and refereng¢ed

for applicable ISO IDMP standards and corresponding technical specifications.

Purpose

To meet the primary objectives of the regulation of medicines (pharmaeovigilance) it is necessj

to reliabl
elements
interactio

— regul

— biophprmaceutical company to regulator;

— spondor of clinical trials to regulator;

— regul
— regul

Unique id

where it i§ necessary to reliably identify.and trace the use of Medicinal Products.

In the con|

— tospqcify data elements,Stractures and relationships between the data elements which are requit
to unjquely identify Medicinal Products for human use;

— to spqcify definitions of terms for all data elements required to uniquely identify Medicinal Produ
for hyman usex

Vi

/' exchange Medicinal Product information in a robust and consistent manner. The d
hnd message specifications described in this document suppert, at a minimum, the follow
hs within the following scope:

htor to regulator;

htor to other stakeholders;
htor to worldwide-maintained data sources.

entifiers produced in conformanee with this document are aimed at supporting applicati

kext of exchange of regulatory information, the purpose of this document is twofold:

Wy
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cts
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Health informatics — Identification of medicinal products
— Implementation guidelines for ISO 11615 data elements
and structures for the unique identification and exchange
of regulated medicinal product information
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Scope

is document defines concepts and describes data elements and their structural relationsh
 required for the unique identification and the detailed description of Medicinal Products.

ken together, all ISO IDMP standards (ISO 11615, ISO 11616, ISO 11238, I1S0,11239 and |
ine, characterise, and uniquely identify regulated Medicinal Products fer-human use from
post-marketing and renewal or withdrawal from the market, where applicable.

Fthermore, to support successful information exchange in relation-to the unique identifig
hracterisation of Medicinal Products, the normative use of HLZAeommon product model
uctured product labeling (SPL) messaging is described. References to the use of othe
ndards for Medicinal Product information are included-\in this document to support
prmation exchange.

Normative references

e following documents are referred to in-the' text in such a way that some or all of the

ips, which

50 11240)
approval,

ation and
CPM) and
I relevant
successful

ir content

copstitutes requirements of this document:~For dated references, only the edition cited applies. For

un
IS(
IS(

IS(
an

IS(
thé

IS(
thé

prd
IS(

Hated references, the latest edition of the’referenced document (including any amendment
3166-1, Codes for the representatioh.of names of countries and their subdivisions — Part 1: Cou
/1EC 5218, Information technology — Codes for the representation of human sexes

8601, Data elements apd-interchange formats — Information interchange — Representatid
l times

11238, Health infermatics — Identification of Medicinal Products — Data elements and stri
unique identificqgtion and exchange of regulated information on substances

11239, Health informatics — Identification of Medicinal Products — Data elements and stri
unique~identification and exchange of regulated information on pharmaceutical dose forn|
sentation, routes of administration and packaging

11240, Health informatics — Identification of Medicinal Products — Data elements and strt

5) applies.

ntry codes

n of dates

ictures for

ictures for
s, units of

ictures for

the unique identification and exchange of units of measurement

[SO 11615, Health informatics — Identification of Medicinal Products — Data elements and structures for
the unique 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/TS 20440, Health informatics — Identification of Medicinal Products — Implementation guide for
ISO 11239 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

HL7 Reference Information Model (RIM).
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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

3 Terms and definitions

No terms
ISO and IH
— ISO0O0
— IECE

4 Mess

4.1 Ger

HL7 mess
a static m
activities.
The first

HL7 V3 W
HL7 Refer
all HL7 m
an explici
carried in|
between

for healthicare system interoperability and’information exchange. HL7 V3 messages are based on

XML enco

The ISO
standard{
consensuy
data elem
the integr

4.2 Me;s

In the coy

Td defimitions are tisted I thisdocumennt.

hline browsing platform: available at http://www.iso.org/obp

ectropedia: available at http://www.electropedia.org/

age exchange

jeral

hging standards are widely implemented globally. The HLZVS messaging standard deals w
odel of healthcare information as viewed within the.scope of HL7 standards developm
[SO recognises HL7 as an accredited partner organisation for mutually issuing standar
nutually published standard was ISO/HL7 21731:2006.

as developed to address the complex requirements of health information technology. 1
ence Information Model (RIM) is the cornerstone of V3 and the essential model from wh

I representation of the semantic and lexical connections that exist between the informat
the elements of a message. V3 seeks'to develop specifications that facilitate interoperabil
ystems. The HL7 model-driven methodology is used to develop consensus-based standa

ing syntax.

DMP standards were (designed to specify the necessary data elements and associa
to be used for unique-identifiers. These were developed as an integral part of the ID
requirements and-are consistent with the HL7 Common Product Model (CPM). The ID
ents represent astibset of those in the CPM. The normative use of HL7 standards will facilit
ation of IDMPyinto the broader healthcare community.

ssage exchange format

C maintain terminological databases for use in standardization at the following addr@sses}

ith
ent
ds.

he
ich

bssages are derived. The RIM defines data‘content needed in a specific context and proviges

on
ity
ds
an

ed
MP
MP
hte

in transad

based on Cllnlcal Document Archltecture (CDA) and the HL7 Reference Informatlon Model (RIM)
Various solutions for creating SPL files exist and range from basic software tools to comprehensive
information management systems. SPL instances (code snippets) are provided throughout to illustrate
the representation of an IDMP concept within the HL7 SPL message exchange format. Technical
conformance criteria for SPL messages will not be addressed in this document and shall be left to
regional guidance/implementation per their respective requirements. A reference to the most up
to date HL7 CPM and SPL reference as a resource for IDMP implementation is accessible on the HL7

websitel).
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4.3 Controlled vocabularies

There are many terms in use to describe basic concepts in the regulatory, pharmaceutical and
healthcare standards development domain for different purposes and in different contexts. The terms
and definitions described in this document apply to the concepts, which are required to uniquely
identify, characterise, and exchange regulated Medicinal Products and associated information. A
long-term goal for IDMP is to promote the development of controlled vocabularies for worldwide
application, with transitional measures envisioned to accommodate regional requirements. Regional
guidance/implementation guides shall be developed to support practical implementation within a
given region/jurisdiction. The development of a technical report for identifying core principles for the
mdintenance of tdentiffers and terms for SO TDMPshatt be developed and Teferenced for ppplicable
[SQ IDMP standards and corresponding technical specifications upon completion.

NO
of
thi

htion is out
ipated that
er time.

TE Harmonisation by regions to adopt identical controlled vocabularies for IDMP implement
he scope of this document, but is being facilitated by external activities outside of ISQ. I¥'is antic
5 will be revisited as an in scope activity within ISO IDMP as the standard is adoptedwerldwide ov]

Conformance terminology and context as it relates to thie ISO IDMP standards

and corresponding technical specifications

Mandatory: Defining elements necessary for the unique identification of Medicinal Products per the

[SO IDMP standards/technical specifications.

hen there
haceutical

Conditional: Conditional applies to the “within category” data elements, as applicable, w
are alternative data sources for a given data element(s) to identify a medicinal/phary

product. Regional implementation of the ISO IDMP standards/technical specifications m|
the conditional conformance categories to “mamdatory” per regional requirements.

Optional: When listed at the category leyel (e.g. specified substance), optional corre
ISO categories or data elements that are\not absolutely necessary for the unique identi
medicinal/pharmaceutical products acdording to the ISO IDMP standards/technical speg
Regional implementation of the ISO IDMP standards/technical specifications may e

Qy elevate

sponds to
fication of
ifications.
evate the

optional conformance categories.to “mandatory” or “conditional” per regional requirenients.

Maintenance of IDMP-data elements and IDMP identifiers

6.1 General
Crg¢ation, maintepance, and publication of the actual IDMP identifiers are envisioned as a djistributed
process whereceaeh participating regulatory authority would establish and maintain the identifiers
utilised in théijr-respective regions. Over the longer term, a list of certain identifiers for global use may
bel|developed/and agreed via a federated approach, and associated with the regulatory procgss in each
regpective region. It is anticipated that IDMP maintenance requirements will mature and eyolve over

tinl)e and IDMP scope and use cases expand.

6.2 Translation and language

With the specific exception of Medicinal Product name information (see A.2.13), there is no description
of the translation of information described in ISO 11615. It was acknowledged that, for global
implementation, translation of the information will be required and will occur according to regional
implementation guidelines as applicable.

The requirement for translation is determined by a region. An international body may or may not
require documents translated in some or all languages of its member nationalities. In addition, a
country with multiple sizable sub-populations using multiple languages may or may not require
translations into more than one of these languages. The IDMP standards do not set such requirements.
The multilingual make-up of many regions are supported by HL7 CPM and SPL for multilingual contexts

© IS0 2017 - All rights reserved
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and international exchange of IDMP data. Annex ] specifies how SPL is to be utilised in support
multilingual requirements.

7 Why standardisation of identification of Medicinal Products is needed

of

Medicines regulatory authorities and pharmaceutical industry engage in an intensive information
exchange during drug development, drug evaluation and approval phase and the post-authorisation
phase. The standardisation of Medicinal Product information is regarded as one of the key elements of

this information flow.

However, [regulators in the various regions have established their own procedures and applicati
with standards that differ in data format, content, language, and applied terminology (e.g. differ

ns
ent

terminology is used for describing substances, routes of administration, pharmaceutical dése forins,

tical products, and Medicinal Products).

Due to th¢ lack of a common and harmonised approach, both regulators and pharmaceutical indus
are confrgnted with the following issues:

— no possibility to exchange Medicinal Product information between medicines‘regulatory authorit]
and pharmaceutical industry in a structured and efficient way;

— difficylties in ensuring data consistency and in evaluating and comparing Medicinal Produ
relatdd information across the regions due to the lack of harmonjsed definitions of terminolog
and dpta sets, which impairs pharmacovigilance and electronio prescription/dispensing activit
espedially across borders;

[ry

ies

ct-
ies
es,

— for the pharmaceutical industry, major administrative burdens and duplication of effofts

requiring substantial human and financial resources*to comply with and handle different regio
requifements;

— lack of consistency in the use of terminology in the healthcare community:.

The objedtives of the IDMP are to address-the issues outlined above by developing harmonij
standardq that build on the regulatory, seientific, and technical processes already established and
support the population and maintenance ofexisting systems/applications with fully reliable regulat
Medicinal|Product information.

Harmonised standards will suppont external stakeholders in developing “off-the-shelf” interopera

nal

ed
to

ry

ble

tools in cpnformance with international standards. International standards will also help maximlise

forward cpmpatibility of dataand minimise the complexities of backward compatibility.

8 Geng¢ral considerations

8.1 Ov@rview

This document is intended to accompany. but not replace, ISO 11615 or HL.7 CPM/SPL standards.

To satisfy the requirements as described in this document, the following identifiers shall be specified as

described in this document for the unique identification of Medicinal Products:
— Medicinal Product Identifier (MPID),

— Maedicinal Product Package Identifier (PCID);

— Medicinal Product Batch Identifier (BAID 1), allocated to a specific batch of a Medicinal Product,

which appears on the outer packaging of the Medicinal Product;

— Medicinal Product Batch Identifier (BAID 2), allocated to a specific batch of a Medicinal Product,

which appears on the immediate packaging, where this is not the outer packaging;

4 © IS0 2017 - All rights reser
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expiration date;

serialisation-package level identification of a packaged Medicinal Product (including the

:2017(E)

particular

package configuration). Serial numbers should be numeric (numbers) or alphanumeric (include
letters and/or numbers) and should have no more than 20 characters (letters and/or numbers).

NOTE1 Serialisation requirements are given in regional guidance.

NOTE 2 In addition, there is an association with Pharmaceutical Product Identifiers (PhPIDs) as defined in
ISO 11616 and ISO/TS 20451.
or description/context o
8.2 General considerations related to the description of the information modelling
principles and practices
8.2.1 Overview
The information modelling in this document uses the Unified Modelling:Language (UML), which is
mdintained by the Object Management Group (OMG).
UML may say the same thing in several different ways, and there are different styles and patterns that
mdy be followed. The use of UML in this document utilises elasses, attributes and basic association
relptionships only. Some constructs (such as stereotype$. and complex relationships) have been
explicitly avoided for the reason cited above. In addition,.colour has been used in the diagras to help
viqualise groups of associated entities together with one'another (see Figure 1).
Figure 1 explains the represented approach for thiscdocument.
Legend for Authorised Medicinal Product @ Legend for Investigational Medicinal Prodyct

[ ] Medicinal Product [ ] investigstional Medicinal Froduct

|:| Manufacturer / Establishment (Organisation) |:| Manufacturer / Establishment {Organisation)

[] Marketing Authorisation [[] clinical Trial Authorisation

I:' Packaged Medicinal Product I:' Investigational Packaged Medicinal Product

I:' Pharmaceutical Product I:' Pharmaceutical Product

I:' Ingredient, Substance and Gtréngth I:' Ingredient, Substance and Strength

[ crinical Particulars [ ciinical Particulars

Figure 1 — Legends for colour coding of model classes

8.4.2 Conceptual overview diagrams
Thf conceptual overview diagram provides a framework with which to view the mor¢ detailed
desgcriptions of information (see Figure 2).

The Medicinal Product and investigational Medicinal Product overarching models (see Figure 5 and
Figure 7) show a single representative class from each particular information section, related to the

co

re concept (either the Medicinal Product or the Investigational Medicinal Product).

Basic cardinalities between the Medicinal Product or the Investigational Medicinal Product and these
core classes are shown, but none of the detailed entities, relationships or attributes is described.

© IS0 2017 - All rights reserved
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8.2.3  S¢

The high-
required {
classes, w|

No attribxtes and no detailed cardinalities are shown in thes%%nceptual diagrams, as again their

primary
informati

0443:2017(E)

Figure 2 — Example conceptual overview diagram (19b‘

tction high-level diagrams ()K&
level diagrams provided at the start of each section of inf(gl\gon show all the clas

o describe the information for that section and the concep elationships between th
ith the starting point always as the (Investigational) Mediginal Product.

urpose is to provide a framework with which to
bn that follow in the detailed description diagrarp{@
N

S
¥

the more detailed descriptions

bES
pse

of
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8.2

to

these cla .

s

)

CORE CLASS

P

O.

4 Detailed d@ription diagrams

information for that section, and the detail of the conceptual relationship

O
O

o

-

Q

re 3 — Example section high-level diagram

The detailed Sgtription diagrams for each section show all the classes and all the attribute
describ

b required
t between

© IS0 2017 - All rights reserved
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CORE QLASS

Fig ‘— Example detailed description diagram

825 R alationshin@ween classes

Relationships b@classes are described in the context of the (Investigational) Medicinal Prodyct,
si

and are descri mply as associations, with no further qualification as to the role or type of the

association, innorder to keep the model simple.

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

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

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

8 © IS0 2017 - All rights reserved
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A cardinality of “1..*” between entities is reflected in the text as the information for that entity shall be
specified, and that one or more sets of the entity information shall be given.

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

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

Some optional attributes can be elevated to mandatory if some conditions are met. Please see Clause 5.

Se

att
thg

8.2
Att

ex

An|
(th

An
m

Anl
Anl

8.2

Th
de
us

Th
de
“O
or
ing
Th
pr
idd
thd
se

9

e [SO 21090 for more information on composition of attributes. A datatype for the da
ribute is not specified directly in the model. However, the text description for each attributg
form in which data should be specified.

.6 Attributes of classes

ributes of a class are described using an attribute name in the model. The-definition, descr
nmple values for the attribute are given in the text following the model/diagram.

attribute showing no explicit cardinality means that the attribute,shall be valued with
is is the equivalent to [1]).

attribute showing a cardinality of [1..*] means that the attribute shall be valued wi
re values.

attribute showing a cardinality of [0..1] means that the attribute can be valued with one v

attribute showing a cardinality of [0..*] means thatthe attribute can be valued with one or m

.7 Generalised classes and patterns

ere is one use of a generalised class_ inthe diagrams whereby the pattern for a set of info
scribed once, but applied for use for;several classes. For simplicity, this has not been des
ng the formal UML generalisatian/specialisation relationships, but by using a specialised ¢

e detailed representation efian “Organisation”, its “Contact Persons” and its “Other Lod
scribed in Annex G. Wherever information of type “Organisation” with its “Contact Person
her Locations” is required, as for example in the class “Manufacturer/Establishment (Org4
the “Medicines Regulatory Agency (Organisation)” class, the “(Organisation)” in the c
icates that the infermation shall be described as per the generalised “Organisation” class.

ere is also ghévgeneralised pattern used several times in the diagrams whereby genet
vide the \ability to describe something using (unspecified) classification, nomenc
ntification’ systems. To do this at the conceptual level, the model shows a class with two 3
first-to identify the system itself (a classification, nomenclature or identification systen
ond\to describe the applicable term or value from that system.

Fa in each
b indicates

iption and

one value

th one or

nlue.

bre values.

rmation is
cribed by
ass name.

ations” is
5)” and/or
nisation)”
ass name

ic classes
lature or
ittributes:
), and the

Information for an authorised Medicinal Product

9.1 General

The main concepts modelled in Figure 3 and described below should apply in order to identify and
characterise an authorised Medicinal Product which itself is identified by the MPID/PCID.

©lI
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Medicinal Product
Name

1.*

Header

<code code="PhPID” codeSystem="PhPID Code System OID” .../>
</generalisedMaterialKind>>

</asSpecialisedKind>

<asContent><!-- Packaged Medicinal Product --></asContent>
</manufacturedProduct>
<subjectOf>

<approval><!-- Marketing Authorisation --></approval>

</subjectOf>
<consumedIn><!-- Clinical Particulars --></consumedIn

Ingrédient Medicinal Product
1.+
1.
1 “*
\
Figure 5 — Medicinal Product ov ls%gching model
X
<I-- SPL hepder --> ) ®®
<document> D
<!-- Versign --> (@)
<author> b\
<assigne¢lEntity> . c\}*
<represg¢ntedOrganisation> N
<l-- Majnufacturer/Establishment (Organi»saqgon) ->
</representedOrganisation> O
</assign¢dEntity> c)
</author>| h
<component><structuredBodyi%onnent><section>...
<subject; %
<!-- CPM body --> Q
<manufjicturedProdu
<manufacturedPr <l-- Medicinal Product -->
<code|code="M, odeSystem="MPID Code System OID"/>
<nam¢><!-- inal Product Name --></name>
<asSp a@sedl(indx!-- Pharmaceutical Product -->
<generalisedMaterialKinds

10
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9.2 Medicinal Product

This subclause specifies the MPID together with the information that uniquely identifies and
characterises a Medicinal Product as authorised by a medicines regulatory agency in a defined region.

<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
zrode code=“MPID*todeSystenm=“MPiDCode Systerm o1D*/=

9.3 Header

Thiis subclause specifies the versioning of the core identifiers related to a Medicinal’Product in a region,
as|well as the characteristics associated with the Medicinal Product and the" documentation that
supports the versioning.

9.4 Medicinal Product name

Thiis subclause specifies the name of the Medicinal Product as authorised by a medicines fegulatory
agency in a defined region, together with an analysis of the namie into various parts.

<!+ SPL header -->
<dpcument>
<fomponent><structuredBody><component><section>...
fsubject>
<!-- CPM body -->
<manufacturedProduct>

<manufacturedProduct><!-- Medicinal Product --%

<name><!-- Medicinal Product Name --></name>

9.5 Manufacturer/establishment{organisation)

Thiis subclause specifies the characteristics of the manufacturing process and other associated
opprations and their authorisations as issued by a medicines regulatory agency, which grants
pefmission to a manufacturep or an establishment to undertake manufacturing and other associated
opprations related to a Medicinal Product in a region.

<!+ SPL header -->
<dpcument>

<|-- Version -->
huthor>

A

assignedEntity>
<representedOrganisation>

<!l>¢ Manufacturer/Establishment (Organisation) -->
<frepresentedOrganisation>

</assignedEntity>
</author>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->

© IS0 2017 - All rights reserved 11
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9.6 Marketing authorisation

This subclause specifies the information about the marketing authorisation as issued by a medicines
regulatory agency, which grants permission to a pharmaceutical company to place a Medicinal Product

on the market in a region.
NOTE1  Marketing authorisation holder and labeller are considered synonymous.

NOTE 2  Marketing authorisation, in the context of ISO IDMP, refers to the regulatory procedure (granting
authorisation) versus marketing authorisation as “actual” placement on the market.

<l-- SPL header -->
<documerjt>
<component><structuredBody><component><section>...
<subject>
<l-- CPM body -->
<manufacturedProduct>
<manfifacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjgctOf>
<appfoval><!-- Marketing Authorisation -->

9.7 Padkaged Medicinal Product

This subclause specifies information about the packaging and container(s) of a Medicinal Product gnd
any assoclated device(s) which is an integral part or provided in cembination with a Medicinal Prodyct,
as suppligd by the manufacturer for sale and distribution. It alsg.specifies the ingredient informatjon

for the mgnufactured item(s).

<!-- SPL header -->
<document>
<compongnt><structuredBody><component><section>...
<subjects

<!-- CPM body -->
<manufjcturedProduct>
<manufacturedProduct><!-- Medicinal Product-->
<asCoptent><!-- Packaged Medicinal Product --></asContent>

<asPaftOfAssembly>
<whgleProduct>
<paft><!-- associated device(s)used in combination --></part>
</wholeProduct>
</asPartOfAssembly>
<party<!-- associated deyice(s) which are an integral part --></part>

9.8 Ph4armaceutieal Product

This subdlause_specifies information about the Medicinal Product in the dose form approved [or
administrjatien \to the patient in line with the regulated product information. It also includes the
reference|t6-the associated PhPID set(s) and the ingredient(s) for the pharmaceutical product. Where
applicable, the pharmaceutical product can also include information on a medical device, iI it is an
integral part of the Medicinal Product (e.g. scaffolding or net for a cell therapy Medicinal Product).
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<productOf>

<reconstitution>
LUllbullld‘UlC
<adminstrableMaterial>
<administrableProduct>
<asSpecialisedKind><!-- Pharmaceutical Product -->
<generalisedMaterialKind>
<code code="PhPID” codeSystem="PhPID Code System OID” .

9.9 Ingredient

Thiis subclause specifies information on all the active ingredients, adjuvants and excipients present in
th¢ Medicinal Products.

9

10 Clinical particulars

Thiis subclause specifies information about the clinical particulars of the Medicinal Product as|described
in Jine with the regulated product information.

<!+ SPL header -->

<dpcument>

<fomponent><structuredBody><component><section>:

fsubject>

<!-- CPM body -->

<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<consumedIn><!-- Clinical Particulars\:*></consumedIn>

The “document that supports the’ versioning” is the MPID/PCID-SPL document itself and its version
trgcking information is contained in the document header.

Attached Docume{!})()
- Identifier: I N Header
- Effective Date: S Medicinal Product »
- Type:CD - Identifier: Il

ype: . - Effective Date: TS
- Content: ED B
< 1. 1|/ - Language: CD [0..1]

- Language)CD [0..1] f

f . - Version Number: ST [{..1]
- Media-Rype: CD [0..1] - Version Set Identifier: il 10..1
- MNepsion Number: ST [0..1] oo S e
- \ersion Set Identifier: I1 [0..1]

Figure 6 — Header/version for Medicinal Product

10 Investigational Medicinal Product Identifier (IMPID)

10.1 Conceptual overview of the information for an Investigational Medicinal Product

In addition to the primary identifiers described above, the main concepts modelled in Figure 5 and
described in the text below shall apply in order to identify and characterise an investigational Medicinal
Product which is identified by the IMPID.
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Investigational
Medicinal Product
Name

Header

Tnvestigational
Medicinal Product

Ing |'ed ient

1.

<!-- SPL hepder --> ) @Q‘
<documentj> K\
<l-- Versign -->
<author> \O
<assignelEntity> . C\){\
<repres¢ntedOrganisation> \)
<l-- Majnufacturer/Establishment (Organi»sggl)on) -->
</repregentedOrganisation>
</assign¢dEntity> O
</author>} g)
<compongnt><structuredBody><c nent><section>...
<subjects %
<I-- CPM body --> %\
<manufficturedProduct
<manu 'acturedProduég.-- Investigational Medicinal Product -->

<code|code="IMP, deSystem="IMPID Code System OID"/>
<nam¢><!-- In gational Medicinal Product Name --></name>

<asSp @Q Kind><!-- Pharmaceutical Product -->
<geng¢ edMaterialKind>
<code code="PhPID” codeSystem="PhPID Code System OID" .../>
</generalisedMaterialKind>
</asSpecialisedKind>

<asContent><!-- Investigational Packaged Medicinal Product --></asContent>

</manufacturedProduct>
<subjectOf>
<approval><!-- Clinical Trial Authorisation --></approval>

<subjectOf>
<consumedIn><!-- Clinical Particulars --><consumedIn>
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10.2 Investigational Medicinal Product

This subclause specifies the IMPID together with the information that uniquely identifies and
characterises an investigational Medicinal Product as authorised for investigation in a clinical trial by a
medicines regulatory agency in a region.

<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Investigational Medicinal Product -->
<code code="IMPID” codeSystem="IMPID Code System OID"/>

10.3 Clinical trial authorisation

Thiis subclause specifies the information about the clinical trial authorisation ds\ssued by a medicines
regulatory agency, which grants permission to a sponsor to place an investigational Medicinal Product
into trial in a specific region.

NOTE Clinical trial authorisation holder and sponsor are considered synionymous.

<li- SPL header -->

<document>
component><structuredBody><component><section>...
<subject>

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct>
<!-- Investigational Medicinal Product -->
</manufacturedProduct>
<subjectOf>
<approval><!-- Clinical Trial Authorijsation -->

A

10.4 Investigational Medicinal Product name

Thiis subclause specifies the-name of the Investigational Medicinal Product as given by & sponsor,
together with an analysis pf the name into various parts.

<!+ SPL header -->

<dpcument>
<fomponent><structuredBody><component><section>...
subject>

<!-- CPM bedy -->
<manufaeturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<hame><!-- Investigational Medicinal Product Name --></name>

10.5 Header

This subclause specifies the versioning of the core identifiers related to a Medicinal Product in a region,
as well as the characteristics associated with the Medicinal Product and the documentation that
supports the versioning.

10.6 Manufacturer/establishment (organisation)

This subclause specifies characteristics about the manufacturing and other associated operations
and their authorisations as issued by a medicines regulatory agency, which grants permission to a
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manufacturer/establishment to undertake manufacturing and other associated operations related to
an investigational Medicinal Product in a specific region.

<!-- SPL header -->
<document>
<l--Version -->
<author>
<assignedEntity>
<representedOrganisation>

<!l-- Manufacturer/Establishment (Organisation) -->
</representedOrganisation>
</assign§dEntity >
</author>|

<compongnt><structuredBody><component><section>...
<subjects
<!-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct><!-- Investigational Medicinal Product -->

10.7 Phgrmaceutical product

This subdlause specifies information about the investigational MedicinalhProduct in the dose form
and route| of administration(s) to be studied in line with the trial protecpl. It also includes reference
to the asspciated PhPID(s) and the ingredient(s) for the pharmaceutical product. Where applicable, the
pharmaceutical product can also include information on a medical-device, if it is an integral part of the
investigational Medicinal Product.

<!-- SPL header -->
<document>
<compongnt><structuredBody><component><section>...
<subjects

<l-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct><!-- Investigational Medidinal Product -->

<asSpegcialisedKind><!-- Pharmaceutical Product -->
<geng¢ralisedMaterialKind>
<code code="PhPID” codeSystem="PhPID Code System OID” .../>

10.8 Investigational Packaged Medicinal Product

This subclause specifies the-information about the packaging and container(s) of an Investigatiopal
Medicinal|Product and any7associated device(s), which are an integral part or provided in combinatjon
with the investigationabMedicinal Product, as supplied for a clinical trial. It also specifies the ingredient
informatipn for the miahufactured item(s).

<!-- SPL hepder -+>
<document}>
<compongnt>%structuredBody><component><section>...
<subject>

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Investigational Medicinal Product -->

<asContent><!-- Packaged Medicinal Product --></asContent>
<asPartOfAssembly>
<wholeProduct>

<part><!-- associated device(s) used in combination --></part>
</wholeProduct>
</asPartOfAssembly>
<part><!-- associated device(s) which are an integral part --></part>
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10.9 Ingredient

This subclause specifies information on all the active ingredients, adjuvants and excipients present in
the Medicinal Products.

10.10 Clinical particulars

This subclause specifies information about the clinical particulars of the Investigational Medicinal
Product in line with the study protocol and the investigator’s brochure.

<!+ SPL header -->
<dpcument>
<tomponent><structuredBody><component><section>...

fsubject>
<!-- CPM body -->
<manufacturedProduct>

<manufacturedProduct>

<!-- Investigational Medicinal Product -->
</manufacturedProduct>
<consumedIn><!-- Clinical Particulars --></consumedIn>

The “document that supports the versioning” is the IMPID/SPL document itself and its versiop tracking
information is contained in the document header.

Attached Documpnt
Header G - Identifier: Il
N Investigational Medi '% Product - Effective Date: TS
Identifier: Il - Type:CD
Effective Date: TS 5\\9 _ Cont«.ent' ED
Language: CD'[0:/1] i § e Language: CD [0..1]
Version Number: ST [0..1] - Media Type: CD [0..1]
Version Set Identifier: I [0..1] NN . VerdonNumborfsTita 1
Version Set Identifier] Il [0..1]

Figure 8 — Header/version for Investigational Medicinal Product
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[ Medicinal §

File Code: Il
0.

\

i

| ot _

Medicinal Product Name
Country / Language - Full Name: ST
- 0.
- Country: CD - Scientific Name Part: ENXP [0."]
- Jurisdiction: CD[0.1] || Swength Part: ENXP [0.]
= Language: O 1.* 7]~ Pharmaceutical Dose Form Part: ENXP [0.."]
- 0.
- Intended Use Part: ENXP [0.."]
- Target Population Part: ENXP [0.]
- Container or Pack Part: ENXP [0.]
- Device Part: ENXP [0..]
- Trademark or Company Name Part: ENXP [0.]
- Time / Period Part: ENXP [0.]
Attached Document - Flavour Part: ENXP [0.."]
= ol - Delimiter Part: ENXP [0..] 12
- Type:CD Osphan Designation
- Content: ED
- Language: CD [0.1] - Orphan Indication Type: CD
- Media Type: CD [0.1] - Orphan Procedure Number i 0..1]
- Version Number: ST [0.1] - Orphan Designation Authorisation Status: CD
Versio 1 : ignati i TS [0.1]
1
1
0.
Header Product Classification
- identifier: I - Code System: CD.codeSystem
- Effective Date: TS - Value: CD.code
- Language: CD[0. -
- Version Number: Sf [0..1] 0.
- Version Set dentiff: 11 [0..1]

- MPID:Il

- Combined Pharmaceutical Dose Form: CD [0.1]
i A1

Measures: ST (0.

- Special ‘1
- Paediatric Use Indicator: CD [0.1]
‘Orphan Designation

Status: CD [0.1]

1
0.0 ot
Medicinal Product
[53

. Marketing futhorisation

. Packaged Medicinal Product

[7] Pharmaceftical Product

] mgredient Jsubstance and Strength
[} ciinical Paficulars

Figure 9 — Authorised Me

@)

@al Products high level detailed diagram (full model)

Must be a Reference
Strength when itis an
active ingredient
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Country: CD - Full Name: ST [0.1]
- Jurisdiction: CD [0.1] - Code:ST[0.1]
- Language: CD - Invented Name Part: ENXP [0.."]
- Strength Part: ENXP [0."]
L st o P NP 01 G
= L o
. Effectve Date: TS - Target Population Part: ENXP [0.°] B f e enioD
Type:CD - Container or Pack Part: ENXP [0.] i AAkston Shte
B e e ] 1| ohan Desigaton Auhoraton Dte: TS (0.1
| :
e Tremss b o o1 -
T Vemrnver o1 | e o
s
Header [ Product Classification |
| Code System: CD.codeSystem
| e ouers VoD
- Language: CD [0..1] .
e e “weo
! |- Combined Phamaceutcal Dose Form: CD[0.1]
T —————|- Sponsor Product Code: ST [0..1]

= Reguiator 0.1)
- Paedatic Use Indicator: CD [0..1]
- Clinical Trial Status: CD [0.1]

- Orphan| Status: CD[0..1]

- (JMPID Cross Reference:

[
- Referenced Product Type: CD [0..1]

Pharmaceutical Product
- Adminitrable Dose Form: CD
- Unitof Presentation: CD [0.1]

| o

- PPID Identifier Sets: I |

1.5

Dosing and Route of Administration
- Route of Adminstation: CD
- Fistdose n humans: PQ [0.1]
- Maximum single dose: PQ [0.1]
- Maximum dose per day: PQ 0.1
Maximum dose per RTO<PQ.PQ> [0..1]
Maimum treatment period: PQ(0.1]
Pharmaceutical Product Characteristics.
‘Code System: CD.codeSystem I
Value:
Legend Status: CD[0.1]
[ investgaons Mecicnal Product
[ Manutacturer / Estabishment (Organisation)
[} canical Trial Authorisation

Z
Figure 10 — Investigational Medicill;@oducts detailed diagram (full model]
¥
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Annex A
(normative)

Medicinal Product

A.1 Gemerat

This annei specifies the MPID together with the information that uniquely identifies and characterifes
a Medicingl Product as authorised by a medicines regulatory agency in a region.

A Medicinfl Product has a Medicinal Product name, may be applicable in one or more country/langugge
combinatijons. During its life cycle, a Medicinal Product (MPID) has one or more versions based onlits
associated information and characteristics, which can change over time. One or mereMedicinal Prodjct
classificatlions can be applied to the Medicinal Product.

NOTE A Medicinal Product may have more than one proprietary/non-proprietary name across regiqgns.
Multiple lahguages may also be applicable.

<!-- SPL header -->
<documert>

<manufacturedProduct>
<mantifacturedProduct><!-- Medicinal Product -->
<codg code="MPID” codeSystem="MPID Code System OID"/>
<nanje><!-- Medicinal Product Name --></name>

<asSpecialisedKind><!-- Product Classification -->
<gemeralisedMaterialKind>
<cqde code="“Classification Code’
codeSystem="Classification-Code System OID” .../>
</gdneralisedMaterialKind>
</as§pecialisedKind>
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Attached Document

Jurisdiction: CD [0..1]
Language: CD

1.0

Language: CD [0..1]
Version Number: ST [0..1]
Version Set Identifier: Il [0..1]

Medicinal Product Name

Full Name: ST
Invented Name Part: ENXP [0..*]
Scientific Name Part: ENXP [0..*]

1

Identifier: Il

Language: CD [0..1]

Media Type: CD [0..1]
Version Number: ST [0..1]
Version Set Identifier: Il [0..1]

1.8

Product

ISO/TS 20443:2017(E)

Header
Country / Language Effective Date: TS
Identifier: Il Type: CD
Country: CD
SN Effective Date: TS Content: ED Orphan Designation

Orphan Indication Type: CD

Orphan Procedure Number: 11 [0..1]

Orphan Designation Authorisation Status: CD
Orphan Designation Authorisation Date: TS [0..1]
Orphan Designation Number: 11 [0..1]

0=

Strength Part: ENXP [0..*]
Pharmaceutical Dose Form Part: ENXP [0..*]
Formulation Part: ENXP [0..*]

MPID: Il

Intended Use Part: ENXP [0..%]
Target Population Part: ENXP [0..%]
Container or Pack Part: ENXP [0..*]
Device Part: ENXP [0..]

Combined Pharmaceutical Dose Form: CD [0..1]
- Additional Monitoring Indicator: CD [0..1]

1.7 - Special Measures: ST [0..*]

Paediatric Use Indicator: CD [0..1]

Orphan Designation Status: CD [0..1]

Product Classification

o
Code System: CD.codeSystem Q'\

Value: CD.code q

y3

Trademark or Company Name Part: ENXP [0..*]
Time / Period Part: ENXP [0..*]
Flavour Part: ENXP [0..*]

Delimiter Part: ENXP [0..] 0. ¢
0.* Ma?or FiIeV Master FKile Holder
Product Cross-Refi ) (Orgahisation)
uct Cross-Reference v & o
()MPID Cross-Reference: Il - ﬁﬁ de: Il -
Referenced Product Type: CD [0..1]

Figure A.1 — Medicinal product detailed description diagram

<!+ SPL header -->
<dpcument>
<|-- Header and Regulated Document -->

<|d root="Document (version) Identifier UUID"/>
<fode code=“Document Type code” codeSystem="document type code system OID”
displayName="document type name”/>

<gffectiveTime value="document (version) effective date”/>
<$etld root="document version-set identifier UUID" />
<yersionNumber value="version number”/>
<fomponent><structuredBody><component><section>...

subject>

<!-- CPM body -->

<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->

<code code="MPID” codeSystem="MPID Code System OID"/>

<name><!-- MedicinablProduct Name --></name>

<formCode code£“€ombined Pharmaceutical Dose Form code”
codeSystéms"form code system” displayName=" form name”/>

<asSpecialisedKind><!-- Product Classification -->
<generalisedMaterialKind>
<codeicode="Classification System Value (Code)”

codeSystem="Classification System OID" .../>
</generalisedMaterialKind>
JasSpecialisedKind
</manufacturedProduct>
<subjectOf>
<policy><!-- Additional Monitoring Indicator / Special Measures --></policy>

NOTE A Universal Unique Identifier (UUID) is a 128-bit number used to uniquely identify some object or entity.

A.2 Medicinal Product

A.2.1 General

This represents the Medicinal Product and its attributes as authorised by a medicines regulatory
agency in a region and has the following attributes.
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A.2.2 MPID

User guidance This is the MPID for the Medicinal Product, which always needs to be specified.

For each authorised Medicinal Product, a unique MPID shall be assigned. The
MPID should be allocated supplementary to any existing authorisation number as
ascribed by a medicines regulatory agency in a region.

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

— country code segment (ISO 3166-1 alpha-2 code elements);
— marketing authorisation holder (Organisation Identifier) code segment;
— Medicinal Product code segment (Unique Medicinal Product Identifier).

Any change of the values related to these three code segments should result in
the assignment of a new MPID.

Conformiance Mandatory

<!-- SPL header -->
<documentp>
<compongnt><structuredBody><component><section>...
<subject;
<l-- CPM body -->
<manufjcturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<code|code="MPID” codeSystem="MPID Code System OID"/>

A.2.3 Combined pharmaceutical dose form

User guiglance The combined pharmaceutical dose form is a single term to describe two or
more manufactured itehis that are intended to be combined in a specific way, td
produce a single pharmaceutical product. It includes information on the manu-
factured dose form of each manufactured item and the administrable dose form
of the pharmaceutical product. If the Medicinal Product requires description of
a combined pharmaceutical dose form, it can be specified here using a term and
a term identifier as defined in ISO 11239 and ISO/TS 20440 and the resulting
terminology shall be specified.

NOTE This element consists of a “Display Name” and “Code” as represented in

the XML instance below.
Conformjance Conditional
<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<code code="MPID” codeSystem="MPID Code System OID"/>
<formCode code="“Combined Pharmaceutical Dose Form code”
codeSystem=" form code system” displayName=" form name”/>
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<I-

- SPL header -->

<document>
<component><structuredBody><component><section>...
<subject>

<l-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<code code="MPID#1” codeSystem="MPID Code System OID"/>

<formCode code="Dose Form code”
codeSystem="form code system” displayName="KIT"/>
<part><!--(i) a powder for solution for injection-->

<partProduct>

<formCode code="Dose Form code” codeSystem=" form code system OID”
displayName="POWDER FOR SOLUTION FOR INJECTION"/>
</partProduct>
</part>

<part><!--(ii) solvent for solution for injection -->
<partProduct>
<formCode code="Dose Form code” codeSystem="form code system OID”
displayName="SOLVENT FOR SOLUTION FOR INJECTION"/>

</partProduct>
</part>
</manufacturedProduct>
</manufacturedProduct>

{/subject>

On|
co
ite
md

ce the Medicinal Product containing the two manufactured items has been fully specifi

ms prior to preparation. The pharmaceutical product that is prepared (reconstituted) fro
nufactured items), can be specified as follows.

bd, a term

le for combined dose form shall be specified, representing the dose forms of the manufactured

m the two

fsubject>

<!-- CPM body -->
<manufacturedProduct>

<manufacturedProduct><!-- Pharmaceutical Product -->
<formCode code="Dose Form code” codeSystem="form code system OID”
displayName="POWDER AND SOLVENT FOR SOLUTION FOR INJECTION"/>

<asSpecialisedKind><!-- Pharinaceutical Product -->
<generalisedMaterialKind>
<code code="“PhPID” codeSystem="PhPID Code System OID" .../>
</generalisedMateridlKjnd>

</asSpecialisedKind>
</manufacturedRProduct>
<productOf>
<reconstitution>
<consumable>
<manufacturedProduct>
teode code="MPID#1” codeSystem="MPID Code System OID"/>

A.

D 4 Additional mnnifnring indicator

User guidance

The term and the term identifier shall be specified.

If the Medicinal Product is subject to additional monitoring, it shall be specified.

Conformance Conditional
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<policy>
<cod¢ code="Additional Monitoring Indicator” codeSystem="code system OID”
dipplayName="Additional Monitoring name”/>
</poljcy>

Example for “black triangle monitoring”:

<!-- SPL header -->
<documentp>
<compongnt><structuredBody><component><section>...

<subject;
<l-- CPM body -->
<manuficturedProduct>

<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subje¢tOf>
<policy>
<cod¢ code="Code for ‘black triangle monitoring”” codeSystem="codésystem OID”
dipplayName="BLACK TRIANGLE MONITORING"/>

</poljcy>

A.2.5 S;recial measures

User gui{iance If the Medicinal Product is subject specific special measures, it shall be specified.
Conformpance Conditional

<!-- SPL hepder -->
<document}>
<compongnt><structuredBody><component><section>...
<subject3
<!-- CPM body -->
<manuficturedProduct>

<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>

<subje¢tOf>
<policy><!-- Spekial measures is an uncoded string, so can use an “uncoded” code and the displayName -->
<cod¢ nullElavor="0TH” codeSystem="“code system OID”
dipplayName="Special Measures”/>

</poljcy>
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Example, for “post-authorisation studies required”:

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>

<policy>

LUL‘IC LUL‘IU—“CUJC!“U' ’puof uut:nu: l‘bul‘:l‘u'l Dtudl‘cb T Cl’ul‘l Cd’
codeSystem="“code system OID”
displayName=“POST-AUTHORISATION STUDIES REQUIRED"/>

</policy>
A.2.6 Paediatric use indicator
User guidance If the Medicinal Product is subject to paediatric use, it Shall be specified.|The
term and the term identifier shall be specified.
Conformance Conditional
<!+ SPL header -->
<dpcument>
<fomponent><structuredBody><component><section>...
fsubject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<policy>
<code code="Paediatric Use Indicator” codeSystem="code system OID”
displayName="Paediatric Use”/>
</policy>
A.2.7 Orphan designation status
User guidance The class should capture information necessary after identifying the prqduct

authorised in a region is qualified to be treated as an orphan drug.

Cgnformance Optional
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Category is optional with conformance within the category applicable to regions who shall implement
orphan designation.

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<l-- CPM body -->
<manufacturedProduct>
<manufacturedProduct>

<l-- Medicinal Product -->
</man facturedProduct

<consumedIn><!-- Clinical Particulars -->
<substanceAdministration1>
<reagon classCode="Orphan Indication Type”><!-- Indication --></reason>
<subjectOf>
<approval><!-- Orphan Designation -->
<idlextension="Orphan designation number”
rpot="Orphan designation number system OID"/>
<cdde code="Orphan designation procedure number (code)”
FodeSystem="Orphan designation procedure code system OID”
HisplayName="Orphan designation procedure display text”/>
<stptusCode code="Orphan designation status”/>
<efffectiveTime value=“Orphan designation authorisation date”/>
</approval>
</subjectOf>

A.2.8 Orphan designation

User guiglance The class is utilised to identify whether‘@product authorised in a region is qual
ified to be treated as an orphan drug'(i:e. product includes an orphan designate
indication). There could be multip}e-orphan designations per MPID.

"

Conformjance Conditional

An orphah drug designation is against a spegific indication because the same existing product may
serve as 4 potential treatment against an“\indication with hardly any other treatment options. The
orphan drjug designation is located in the clinical particulars.

<!-- SPL hepder -->
<document}>
<compongnt><structuredBody><cpmponent><section>...
<subject;
<!-- CPM body -->
<manuficturedProduct>
<manufacturedProduet>
<l-- Mgdicinal Produet -->
</mantyfacturedRroduct>
<consujmedIn>
<substanceAdniinistration1>
<reajontypeCode=“Orphan Indication Type”><!-- Indication --></reason>
<pregondition><!-- Population Specifics --></precondition>
<subjectOf>
<approval><!-- Orphan Designation --></approval>
</subjectOf>

A.2.8.1 Orphan indication type

User guidance The type of the orphan indication should be captured.

Conformance Mandatory
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct>
<!l-- Medicinal Product -->
</manufacturedProduct>
<consumedIn><!-- Clinical Particulars -->

<substanceAdministration1>
<reason classCode="Orphan Indication Type Code”><!-- Indication --></reason>
<precondition><!-- Population Specifics --></precondition>
<subjectOf>
<approval><!-- Orphan Designation -->
<id extension="Orphan designation number”
root="Orphan designation number system OID"/>
<code code="0Orphan designation procedure number (code)”
codeSystem="Orphan designation procedure code system OID”
displayName="Orphan designation procedure display text”/>
</approval>
</subjectOf>

NOTE Orphan indication type codes are: PRYLX - prophylaxis, TREAT - treatment, DIAG - diagngstic.

A.2.8.2 Orphan procedure number

User guidance Procedure number for the orphan,designation authorisation application

Cgnformance Conditional

<!+ SPL header -->
<dpcument>
fomponent><structuredBody><compgefient><section>...
fsubject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct>
<l-- Medicinal Product.->
</manufacturedProduct>
<consumedIn><!-- Clinical Particulars -->
<substanceAdminiStration1>
<reason classCode="Orphan Indication Type Code”><!-- Indication --></reason>
<preconditién><!-- Population Specifics --></precondition>
<subjeetQf>
<approval><!-- Orphan Designation -->
sidextension="Orphan designation number”
root="Orphan designation number system OID"/>
<code code="Orphan designation procedure number (code)”

A

COUESYSTeM= OTphan designation procedure code Systert 01D

displayName="“Orphan designation procedure display text”/>
</approval>
</subjectOf>

A.2.8.3 Orphan designation authorisation status

processes (Granted, Pending, Expired, Withdrawn, etc.).

User guidance The element is required for orphan medicines and initial MA /post-authorisation

Conformance Mandatory
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct>
<!-- Medicinal Product -->
</manufacturedProduct>
<consumedIn>
<substanceAdministration1>
<reagon classCode="Orphan Indication Type”><!-- Indication --></reason>
<subjectOf>
<approval><!-- Orphan Designation -->
<id|extension="Orphan designation number” root="Orphan designation number system OID"/>
<cdde code="Orphan designation procedure number (code)”
FodeSystem="Orphan designation procedure code system OID”
HisplayName="Orphan designation procedure display text”/>

<sybjectOf>

haracteristic>

{code code="Orphan designation status Characteristic Code” codeSystem="Codé.System (0OID)"/>

{value xsi:type=“CV” code="Orphan designation status” codeSystem="Code System (0ID)"/> ...
</approval>

</sulhjectOf>

A

A.2.8.4 Qrphan designation authorisation date

User guiglance Date issued by the authorities for orphdn’designation. This element is required ff
a positive decision on the orphan designation is issued.

Conformjance Conditional

<!-- SPL hepder -->
<documentp>
<compongnt><structuredBody><component><section>...
<subject3
<!-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct>
<l-- Mgdicinal Product -->
</manfifacturedProduct>
<consumedIn><!-- Clini¢al)Particulars -->
<subsfanceAdministtation1>
<reagon classCode="Orphan Indication Type”><!-- Indication --></reason>
<pre¢ondition=<!;+ Population Specifics --></precondition>
<subjectOf>
<approval><!-- Orphan Designation -->
<id|extension="Orphan designation number”
r'\r\l‘—“nrphnn r’acignnh'nn number o;mfpm n’n"]/
<code code="Orphan designation procedure number (code)”
codeSystem="Orphan designation procedure code system OID”
displayName="Orphan designation procedure display text”/>

A.2.8.5 Orphan designation number

User guidance Number issued by the authorities for orphan designation.

Conformance Conditional
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<l-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct>
<!-- Medicinal Product -->
</manufacturedProduct>
<consumedIn><!-- Clinical Particulars -->
<substanceAdministration1>
<reason classCode="Orphan Indication Type”><!-- Indication --></reason>
<precondition><!-- Population Specifics --></precondition>
<subjectOf>
<approval><!-- Orphan Designation -->
<id extension="Orphan designation number”
root="Orphan designation number system OID"/>

A.2.9 Product classification

User guidance The Medicinal Product can be classified according’to various classificatipn sys-
tems, which may be regional, jurisdictional oriinternational. The variouq classifi-
cations of the product can be specified in this subclause.

The classification system can be specified using an appropriate identification
system. The term and term identifierxshall be specified.

The individual value that applies:to the Medicinal Product shall be specified using
a term and a term identifier from the classification system.

Cgnformance Optional

Classification system name oIbD

WHO Anatomical Therapeutic Chemical{ATC) Classification System [2.16.840.1.113883.6.73
WHO National Drug File - Reference Terminology (NDF-RT) 2.16.840.1.113883.3.26.1.5

<!+ SPL header -->
<dpcument>
Component><structuredBody><component><section>...
fsubject>
<!-- CPM body -->
<manufaeturedProduct>

<manufacturedProduct><!-- Medicinal Product -->

<asSpecialisedKind><!-- Product Classification -->
3generalisedMaterialKind>
code code=Classification Vaiue [(Code)
codeSystem="“Classification System OID” .../>

A
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->

<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->

<asSpecialisedKind><!-- Product Classification WHO ATC -->
<generalisedMaterialKind>
<code code="]07BB02” displayName="Metformin”
cpdeSystem=2.16.840.1.113883.6.73"/>
</genjeralisedMaterialKind>
</asSpecialisedKind>
<asSpegcialisedKind><!-- Product Classification NDF-RT -->
<geng¢ralisedMaterialKind>
<codle code="N0000000072” displayName="“14-alpha Demethylase Inhibitor”
cpdeSystem="2.16.840.1.113883.3.26.1.5"/>

A.2.9.1 (ode system

User guiglance This refers to the system used for the classification of the’Medicinal Product. It
may include global classification (e.g. WHO ATC Code)yas well as regional classiffi-
cations.

Conformiance Mandatory

<!-- SPL hepder -->

<document>

<compongnt><structuredBody><component><section>...
<subject3

<!-- CPM body -->
<manuficturedProduct>
<manufacturedProduct><!-- Medicinal Product->

<asSpgcialisedKind><!-- Product Classification -->
<geng¢ralisedMaterialKind>
<codle code="“Classification Value (Code)®
cpdeSystem="“Classification System OID” .../>

A.2.9.2 Value

User guiflance Thevalue of the classification.
Conformance Mandatory

<l-- SPL hepder) -->
<document
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<asSpecialisedKind><!-- Product Classification -->
<generalisedMaterialKind>
<code code="Classification Value (Code)”
displayName=" Classification Value (Display Name)
codeSystem="Classification System OID" .../>

”
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User guidance This class is used to identify any type of master file related to the Medicinal
Product.
Conformance Conditional

EXAMPLE The Pharmacovigilance System Master File (PSMF).

A.2.10.1 File type

User guidance

This attribute is to define which kind of master file is indicated.

EXAMPLE Pharmacovigilance System Master File.

Conformance

Mandatory

A.2.10.2 File code

User guidance

This attribute is the identifier/code assigned to the-master file as applicable.

Cognformance

Mandatory

A.2.11 Master file

holder (organisation)

User guidance

This attribute is to define the organisation/entity responsible for a mast]

er file(s).

Conformance

Conditional

A.2.12 Product cross-reference

User guidance

Where an authorised Medicinal Product is subject to investigation in a cl

trial but is used or assembled (formulated or packaged) in a way different from

the authorised form;or when used for an unauthorised indication, it sha
specified as ap-Investigational Medicinal Product based on the charactel
scribed in this'sublcause. In addition, an authorised Medicinal Product s

an investigation in a clinical trial in its authorised form shall be specifiedl per its

assigned MPID. Furthermore, an authorised Medicinal Product may be c
erenced to another authorised Medicinal Product.

inical

1 be
istics de-
ibject to

Foss-ref-

Cognformance

Conditional

fsubject>
<!-- CPM'bedy -->

<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<asEquivalentEntity classCode="EQUIV”>

ZTTode code="Code mmearning €ross Referenced Product™
codeSystem="Code System (0OID)"/>
<definingMaterialKind>
<code code="MPID” codeSystem="MPID System (0ID)"/>
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A.2.12.1 (I)MPID cross-reference

User guidance There can be a cross-reference between the MPID(s) of the authorised Medicinal
Product(s) and the related IMPID(s) of an investigational Medicinal Product(s)
assigned during the development phase and clinical investigation of that Medici-
nal Product. In addition, there may be references between authorised Medicinal
Products and associated corresponding identifiers. The related Medicinal Prod-
ucts, and investigational Medicinal Products can be specified with their corre-
sponding identifiers.

Where-an-autherised-Medicinal Productis-subjectto-investigationin-a-chnical
trial but is used or assembled (formulated or packaged) in a way different from
the authorised form, or when used for an unauthorised indication, it shall be
specified as an Investigational Medicinal Product based on the characteristics
described in this subclause.

A cross reference to the MPID of the authorised Medicinal Produet.shall be inclyd-
ed for reference purposes.

NOTE There may be occasions where more than one MPIDis'cross-referenced,|if
an IMPID is representing a new therapeutic regimen.

Conformiance Mandatory

<subjects
<!-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<asEqpivalentEntity classCode="EQUIV”>
<cod¢ code="Code meaning ‘Investigational Predecessor/Pretotype Product
codeSystem="Code System (0ID)"/>
<defipingMaterialKind>
<codle code="IMPID” codeSystem="IMPID System (OID)"/>

”m

A.2.12.2 Referenced product type

User guiglance Reference productis a Medicinal Product that is not yet authorised in a region
or is a Medicinal Product authorised within a region but utilised in a different
manner (€.8y unauthorised indication) for investigational purposes. Can also be
referen¢e from generic to innovator.

Conformjance Conditional
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A.2.13 Medicinal product name

User guidance

The Medicinal Product Name is one of the defining characteristics of a Medicinal
Product and its MPID. There may be more than one Medicinal Product Name for a
Medicinal Product instance.

A Medicinal Product may have more than one proprietary/non-proprietary name
across jurisdictions. Multiple languages may also be applicable per jurisdictional
requirements.

The convention applied for naming a Medicinal Product can differ between

medicines regulatory agencies within regions. As a general principle, a mar-
keting authorisation is granted to a single marketing authorisation held¢r who

is responsible for placing the Medicinal Product on the market. The.umarketing
authorisation contains the name of the Medicinal Product, which can refer to, for
example, a single invented name or a scientific name [when available, th¢ Interna-
tional Non-Proprietary Name (INN) of the active substancg(s)| accompanied by a
trademark or other characteristics).

Other characteristics of the name can refer to strength, pharmaceutical form,
intended usage or an administration device, etc.

In addition to the complete Medicinal Productname as authorised, an arjalysis

of the name parts may be provided in a stpuctured format. Depending o1} the ju-
risdiction, the Medicinal Product name may be specified in all official languages
that apply.

SPL represents name parts by marking out the parts within the full name. Each
name part, when utilised, shall contain a string that appears in the full Medicinal
Product name. The examples for'each of the name parts in sections beloy assume
such a usage (Example A). When a representation of the name parts shalll not cor-
respond to the full Medic¢inal Product name within a given region, a diffgrent SPL
representation shall be utilised to accommodate this variance (Example|B).
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EXAMPLE A Single SPL name represents the full name and corresponding parts-
two name parts in addition to the full name with both name part strings repre-
sented verbatim within the full name:

Full Name: “Drug XYZ Precisehaler 200 mg”
Pharmaceutical Dose Form Part: “Precisehaler”
Strength Part: “200 mg”

<name>Drug XYZ < suffix qualifier = "FRM” > Precisehaler</suffix>
<suffix qualifier=“STR”> 200 mg</suffix></name>

EXAMPLE B Full Medicinal Productname not rnprncnnfnﬂ within the name parts:

Full Name: “Drug XYZ Precisehaler 200 mg”
Pharmaceutical Dose Form Part: “Precision inhaler”
Strength Part: “200 milligrams”

<l-first the full name on its own ->
<name>Drug XYZ Precisehaler 200 mg</name>
<l-secondly all the name parts, on their own —>
<name use = "SRCH”>
<suffix qualifier="FRM”> Precision inhaler</suffix>
<suffix qualifier="STR”> 200 mg</suffix>
</name>

Example B shall also be used when the full Medicinal Product name is in the form
“Drug XYZ (nameA 200 mg, nameB 25 mg)*)but the Strength Part is expected a§ a
single string such as “200 mg, 25 mg”.

Regional guidance/implementation shall determine the applicable Medicinal
Product name representation to e utilised per their requirements.

Conformjance Mandatory

A.2.13.1 Full name

User guiglance The complete Medicinal Product name as approved by the medicines regulatory
agency in a jurisdiction shall be specified as text.
Conformjance Mandatory

<!-- SPL header -->
<document>
<compongnt><structusedBody><component><section>...
<subjects
<l-- CPM body\-»>
<manufjcturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<name><!-- Medicinal Product Name --></name>

The main brand name, or generic name is provided without name part tags. Additional name parts
may be added as prefixes or suffixes to the main name. The suffixes may have the qualifier attribute to
specify what the purpose of the name part is:

EXAMPLES:

<name>Hypostat<suffix> ER</suffix></name>
<name>Hypostat<suffix qualifier="FRM”> ER</suffix></name>

<name><prefix qualifier="POPUL">Children’s </prefix>Tylenol</name>
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The name part qualifiers are as follows.

Code Qualifier meaning

CON Container name

DEV Device name

FLAV Flavour name, e.g. “mint”

FORMUL Formulation, e.g. “sugar free”

FRM Form name, e.g. “capsil”

PORUL Target-population—e-g—childrens

SCI Scientific (generic) name

STR Strength name, e.g. “extra strong”

TIME For the period used in the name, e.g. flu shot for “2016/2017 season”.
TMK Company name in name, e.g. the “Drug Co.” in “Ranitidine Drug Co.”
USE Indication and use, e.g. “pain relief”

A.2.13.2 Invented name part

User guidance The invented name (i.e. trade name) of the Medicinal Product without e.g. the
trademark or any other descriptors reflected in the Medicinal Product npme shall
be specified as text, where applicable.

Cgnformance Conditional

The invented name part is provided without name papt tags.

<npme>Drug XYZ<suffix>®</suffix>

buffix qualifier="FRM”> Precisehaler</suffix>
buffix qualifier=“STR”> 200 mg</suffix>
</hame>

A A

A.2.13.3 Scientific name part

User guidance The scientific or common (i.e. generic) name of the Medicinal Product without
any other'descriptors can be specified as text, where applicable.

Cgnformance Conditional

EXIAMPLE 1:

<npme>Ben-u-ren
buffix qualifier="SCI”> Paracetamol</suffix>

A

EXIAMPLE 2:

<name>Irbesartan/Hydrochlorothiazide
<suffix qualifier="TMK"”> Pharma KK</suffix>
</name>
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A.2.13.4 Strength part

User guidance The strength, if reflected in the Medicinal Product name, shall be specified as
text, where applicable. This strength name part can differ from the concept of
“strength” as described in Annex F. The use of decimal points shall be accommo-
dated, if required.

Conformance Conditional

EXAMPLE For the Medicinal Product Medicinal Product name “Drug K Forte (paracetamol 500 mg,
dihydrocodeine tartrate 30 mg)”, the strength name parts are “Forte”, “500 mg”, and “30 mg”. This example
demonstraffes how to insert the special suffix tag <delimiter> which might span multiple suffixes.

<name>Drug K
<suffix qpalifier="“STR”> Forte</suffix>
<delimitgr> (</delimiter>
<suffix qpalifier="SCI”> Paracetamol</suffix>
<suffix qpalifier="STR”> 500 mg</suffix>
<delimitgr>, </delimiter>
<suffix qpalifier="SCI”> dihydrocodeine tartrate</suffix>
<suffix qpalifier="STR”> 30 mg</suffix>
<delimitdr>)</delimiter>
</name>

A.2.13.5 Pharmaceutical dose form part

User guiglance The pharmaceutical dose form, if reflected\in the Medicinal Product name, shoulld
be specified as text, where applicable, This pharmaceutical dose form name parjt
can differ from the concept of administrable dose form and manufactured dose
form as described in Annex E and-Atinex C, respectively.

Conformiance Conditional

<name>Noyo-DrugX
<suffix quplifier="FRM”> EASY TO SWALLOW,CAPLETS</suffix>
</name>

A.2.13.6 Formulation part

User guiglance Thefofmulation, if reflected in the Medicinal Product name, shall be specified als
tegt,where applicable.

Conformjance €onditional

<name>Sp; ciatMed
<suffix qualifier="FORMUL"> Sugar Free</suffix>
<suffix qualifier="USE”> Cough</suffix>
<suffix qualifier="FRM”> Syrup</suffix>
</name>

A.2.13.7 Intended use part

User guidance The intended use, if reflected in the Medicinal Product name, shall be specified as
text, where applicable.

Conformance Conditional
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<name>Drug-BI

</name>

<suffix qualifier="FRM”> Caplets</suffix>
<delimiter> - </delimiter>
<suffix qualifier="USE”> Heartburn Relief</suffix>

A.2.13.8 Target population part

U‘ midance
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fied as text, where applicable.

Conformance

Conditional

A NN A

</hame>

<npme>Broncho-Drug

buffix qualifier="STR”> 3.5 mg</suffix>
Helimiter> -</delimiter>

buffix qualifier="FRM”> capsules</suffix>
uffix qualifier="POPUL"> for children</suffix>

A.2.13.9 Container or pack part

User guidance The container or pack, if reflecteddmthe Medicinal Product name, shall he speci-
fied as text, where applicable.
Cgnformance Conditional
EXIAMPLE 1
<npme>LXA
<flelimiter> - </delimiter>
<$uffix qualifier="STR”> 10 mg/ ml</suffix>
<flelimiter> -</delimiter>
<fuffix qualifier="FRM”> Solution fdx injection</suffix>
<$uffix qualifier="USE”> Subcutaneous use</suffix>
<flelimiter> -</delimiter>
<puffix qualifier="CON”> Vial (glass) - 4 ml - 1 Vial</suffix>
</hame>
EXIAMPLE 2
<npme>HeartDtug
<puffix qualifier="CON”> Titration Pack</suffix>
</hame>
EXIAMPLE 3
<name>BugVac

</name>

<suffix qualifier="CON”> Multidose Vial</suffix>

A.2.13.10 Device part

User guidance The device, if reflected in the Medicinal Product name, shall be specified as text,
where applicable.
Conformance Conditional
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<name>LXA Drug XYZ<suffix>®</suffix>
<suffix qualifier="STR”> 200 mg</suffix>
<suffix qualifier="POPUL"> for adults</suffix>

</name>

A.2.13.11 Trademark or company name part

User guidance The trademark, if reflected in the Medicinal Product name, shall be specified as
| text, whereappticabte:

Conformance Conditional

<name>Clopidrogel
<suffix quplifier="TMK”> Nimbopharm</suffix><suffix>®</suffix>
</name>

A.2.13.12 Time/period part

User guiglance The time/period, if reflected in the Medicinal Product name, shall be specified ds
text, where applicable.
Conformiance Conditional

<name>Dryig-FLU
<suffix quplifier="TIME”> season 2016/2017</suffix>
</name>

A.2.13.13 Flavour part

User guiglance The flavour, if reflected in the Medicinal Product name, shall be specified as texf
where applicable;

Example: Add example from standard
Conformjance Conditional

<name>CoyighCure
<suffix quplifier="ERM}'> Linctus</suffix>
<suffix quplifier=“FIV”> Orange Flavour</suffix>
</name>

A.2.13.14 Delimiter part

User guidance A delimiter separates one composite in a segment from another, or separates one
sub-composite from another.
Conformance Conditional

EXAMPLE Amoxan (Amoxicillin 500 mg and Clavulanic acid 125 mg) tablets.
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<name>Amoxan

<delimiter>(</delimiter>

<suffix qualifier="SCI”">Amoxicillin</suffix>
<suffix qualifier="STR”>500 mg</suffix>
<delimiter>and</delimiter>

<suffix qualifier="SCI”>Clavulanic acid</suffix>
<suffix qualifier="STR”>125 mg</suffix>
<delimiter>)</delimiter>

<suffix qualifier="FRM”>Tablets</suffix>

</name>

A.2.14 Country/language

User guidance The country and optionally the region where the Medicinal Product name of a
Medicinal Product is authorised should be specified in the offigial langudge as
applicable.

Conformance Mandatory

To|mark names as specifically country or jurisdiction dependent, usean asNamedEntity structure as

sh¢wn in the next two examples below.

A.2.14.1 Country

JANAY

4

A A

JANRAY

4

User guidance The country where the Medicinal Proeddct name is applicable should be described
using ISO 3166-1 alpha-2codes.

Cgnformance Mandatory

<njanufacturedProduct>

hame xml:lang="en”>CoughCure</name>

hsNamedEntity>
name xml:lang=“en”>CoughCure</names

fassigningTerritory>

<code code="US” codeSystem="2.16.840.1.113883.5.28"/>

¥/assigningTerritory>

asNamedEntity>
hsNamedEntity>

fname xml:lang="de”>HustenFix</name>
fassigningTerritory>

<code code="DE” cgdeSystem="2.16.840.1.113883.5.28"/>

§/assigningTerritory=

asNamedEntity>
hsNamedEntity>
name xmklang=“de”>HusteFix</name>

fassignifigTerritory>

<code\code="AU “ codeSystem="2.16.840.1.113883.5.28"/>

+/assigningTerritory>

asNamedEntity>

A.2.14.2 Jurisdiction

User guidance The jurisdiction within the country where the Medicinal Product name is applica-
ble can be described. The controlled term and the controlled term identifier shall
be specified, when jurisdiction is applicable.

Conformance Conditional
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A jurisdiction, being a territory within a country/region would be identically structured as country
with the exception that the code and code system utilised shall represent the jurisdiction.

<manufacturedProduct>
<name xml:lang="en”>CoughCure</name
<asNamedEntity>
<name xml:lang="en”>CoughCure</name>
<assigningTerritory>
<code code="ON" codeSystem="jurisdiction code system OID"/>
<name>Ontario </name>
</assigningTerritory>
</asName F‘nh'fy

A.2.14.3 Language

User guiglance The ISO 639-1 Language Code of the Medicinal Product Medicinal Prodtict nams
as applicable in the specified country and the jurisdiction shall be(specified.

Conformiance Mandatory

<name xmlflang="de”>ISOORANGE Grippe/Erkaltung Beutel</name>
<name xmlflang="fr">ISOORANGE Grippe/refroidissement sachets</name>
<name xmlflang="it">ISOORANGE Influenza/raffreddore bustine</name>

A.2.15 Header

The charafteristics of an authorised Medicinal Product as defined in ISO 11615 shall be versioned within
a header, as applicable. For a given version, some characteristics of the Medicinal Product have changed
but are n¢t different to a sufficient extent to warrant-the assignment of a new primary identifier| as
specified [in ISO 11615:2017, Clause 10. However, the difference(s) are required to be recorded gnd
tracked against the MPID/PCID.

Record toltrack against previous versions of dvegulated document, regardless of whether the revisigns
warrant alnew primary identifier (primary identifier reference shall be listed as an example of a change
within a rpegulated document).

Regional guidance might contain,additional criteria which may warrant a new version of a regulated
documentas it relates to the charaeteristics of a Medicinal Product.

NOTE Header version only eorresponds to the tracking versions of a header as stated in the penultimpate
paragraph|above. It is not related to the actual revisions that may be captured within a header (e.g. marketjing
status chamges that may,warrant a change to an MPID/PCID).

User guiTlance Any document(s) officially submitted to a medicines regulatory agency in suppart
of the regulatory process shall be specified as a regulated document.

The characteristics of an authorised Medicinal Product shall be versioned within
aregulated document, as applicable.

NOTE For a given version, some characteristics of the Medicinal Product have
changed but are not different to a sufficient extent to warrant the assignment of
anew primary identifier as specified in ISO 11615:2017, Clause 10. However, the
difference(s) are required to be recorded and tracked against the MPID/PCID.

Conformance Mandatory
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<!-- SPL header -->
<document>
<!-- Version and Header -->
<id root="Header (version) Identifier UUID"/>

<code code="Header Type code” codeSystem="document type code system OID”
displayName="“submission type name”/>

<effectiveTime value="header (version) effective date”/>

<setld root="header version-set identifier UUID"/>

<versionNumber value="version number”/>

a1 .
< L UITTPUTITIIU Strutturcupuody CUIITPUIITIIT SCULLIUIL-...

fsubject>

§!-- CPM body -->

<manufacturedProduct>
<subjectOf>

<document><!-- (other) Attached Document (reference) -->
<id root="Attached Document Identifier UUID"/>
<code code="Attached Document Type code” codeSystem="“document type code
system OID” displayName="attached document type name”/>
<title language="en” mediaType="File type code”>
<l-- Attached Document name -->
<reference value="File name”/>
</title>
<effectiveTime value="Attached Document effective date”/>
<versionNumber value="version number”/>
</document>
</subjectOf>

Mddical product information is itself delivered insideithe attached document.

A.2.15.1 Identifier

User guidance A document correspefding to a particular regulatory use case/instance|(e.g.
SmPC).
Canformance Mandatory

<!+ SPL header -->

<dpcument>

-- Version and Regulated)Document -->

d root="Header (version) Identifier UUID"/>

fode code="Headér\Type code” codeSystem="document type code system OID”
displayName&“submission type name”/>

AANAS

<!+ SPL-header -->
<dpcwment>

<l-- Version and Regulated Document -->
<id root=" Header (version) Identifier UUID"/>
<code code="Header Type code” codeSystem="submission type code system OID”
displayName="HeaderRegulated Document type name”/>
<effectiveTime value=" HeaderRegulated Document (version) effective date”/>
<setld root=" Header version-set identifier UUID"/>
<versionNumber value="version number”/>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->

© IS0 2017 - All rights reserved
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A.2.15.2 Effective date

User guidance The date corresponding to a version of a header containing Medicinal Product
information (e.g. elements related to the Summary of Product Characteristics,
product labelling). A complete date consisting of day, month and year shall be
specified using the ISO 8601 date format.

NOTE Header version date corresponds to the tracking versions of a header.

It does not correspond to the actual revisions or regulatory timelines that may
be captured within a header (e.g. marketing status changes that may warrant a
change-toan-MPIB/PCID)-

)

[
Conformance Mandatory

<!-- SPL hepder -->
<documentp>
<effectivdTime value=" Header version date”/>

NOTE The “ISO 8601 date format” is not one specific format but ISO 8601 has mdny ‘variants. The HL7 dites
are a subsgt of ISO 8601 in the format “YYYYMMDD” without dashes or other décorators; only this forma is
permitted.

A.2.15.3 Language

User guiglance The ISO 639-1 Language Code of attached.document as applicable in the specifi¢d
country and the jurisdiction shall be specified.

Conformiance Conditional

<!-- SPL hepder -->
<document>
<languagégCode code=“language” codeSystem="qid"}>

A.2.15.4 Version number

User guiglance An identifier for the version or a version number can be provided in text.
Conformhnce Conditional

<!-- SPL hepder -->

<documentp>
<id root="Pocumerit (version) Identifier UUID"/>
<setld rooftz*document version-set identifier UUID"/>
<versionNumber valne="version number”/

NOTE The colloquial notion of a single document which has multiple versions each different from the other
does not exist in HL7. Each modification of a document is itself a new document. However, the document set, or,
for additional clarity the “header version set” is recognised in HL7 and reflected in a “set id”, which is a globally
unique identifier for the entire set of versions of what might be considered “one document”. Any change to a
document produces a new document with a new document id, but with the same set id as the previous document
and an increased version number. See A.2.16.1.

A.2.15.5 Version set identifier

User guidance A unique identifier for the version or a version number can be provided (e.g. GUID).
Conformance Conditional
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<l-- SPL header -->

<document>
<id root="HeaderRegulated Document (version) Identifier UUID"/>
<setld root="HeaderRegulated Document version-set identifier UUID"/>
<versionNumber value="version number”/>

A.2.16 Attached document

User gllidnn{‘p The reference to any rpgn]:\fnry use case where an attached documenti uti]ised/

warranted for Medicinal Product information shall be specified.

Conformance Mandatory

<dpcument>

d root="Document (version) Identifier UUID"/>
betld root="document version-set identifier UUID"/>
bersionNumber value="version number”/>

A

A.2.16.1 Identifier

User guidance A unique identifier (e.g. GUID) for the version of an attached document t¢ a reg-
ulated document (Header) specific to.a particular product or other regulatory
instance.

Conformance Mandatory

HL7 SPL files are regulated documents when_ they are utilised as part of the regulatory spibmission
process. For example, MPID/PCID informatioirwould be contained in a regulated document} That SPL
fil¢ may also have other information, which may just be inside human readable text. Versigning shall
oc¢ur at the header/regulated document lével with other associated attached documents as ppplicable
(primary vs. secondary).

If the product is also the subject’of other documents and is to be referenced, then the strugture is as
follows:

<!4- SPL header -->
<dpcument><!-- (this) Header-->
<domponent><structuredBody><component><section>...
4subject>
!-- CPM body >
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
</manufactiredProduct>

<subjectOf2>
<document><!-- Attached Document -->
id rnnf—"pngnlafnr] Document Identifier I”"n"ll lee ornon UUID in the extensionwith anullElavor rodt -->

<code code="Regulated Document Type code” codeSystem="document type code system OID”
displayName="“document type name”/>
<text mediaType="text/plain”>Attached Document Content</text>
<effectiveTime><low value="Attached Document effective date”/></effectiveTime>
<languageCode code="Attached Document language” codeSystem="language code system OID”
displayName="“language name”/>
<setld root="Code System OID” extension="Attached Document version set identifier”/>
<versionNumber>Attached Document version number</versionNumber>
</document>
</subjectOf2>
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A.2.16.2 Effective date

User guidance The date specified in the attached document by which the corresponding updates
indicated within a submission become active/operational shall be specified.
Complete dates consisting of day, month and year shall be specified using the

[SO 8601 date format.

NOTE 1SO 8601 can accommodate year and month should day of the month not
be known (i.e. YYYY-MM). Refer to regional guidance for date requirements.

Conformance Mandatory

<!-- SPL hepder -->
<document}><!-- (this) Header -->
<componeht><structuredBody><component><section>...
<subject>]
<!-- CPMbody -->
<manufjcturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
</manufacturedProduct>
<subjecf{Of2>
<document><!-- Attached Document -->
<id rpot="Attached Document Identifier UUID”/> <!-- or non UUID in the extepsion'with a nullFlavor root -->
<code code="Regulated Document Type code” codeSystem="document type-cdde system OID”
HisplayName=“document type name”/>
<texf mediaType="text/plain”>Attached Document Content</text>
<effgctiveTime><low value="Attached Document effective date”/><JeffectiveTime>
<set]d root="Code System OID” extension="Attached Document version set identifier”/>
<verpionNumber>Attached Document version number</versionNamber>
</docyment>
</subje¢tOf2>

A.2.16.3 Type

User guiglance A secondary regulated'document corresponding to a regulatory use case/in-
stance within a primary regulated document (e.g. Patient Information Leaflet
associated with an\SPC).

The type of attached document that is supporting a version increment shall be
specified. Fheterm and term identifier shall be specified.

Conformiance Mandatery

<!-- SPL hepder -->
<documentp><!-- (thispHeader -->
<componefpt><structuredBody><component><section>...
<subject>
<!-- CPMbody -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
</manufacturedProduct>
<subjectOf2>
<document><!-- Attached Document -->
<id root="Attached Document Identifier UUID”/> <!-- or non UUID in the extension with a nullFlavor root -->
<code code="Regulated Document Type code” codeSystem="“document type code system OID”
displayName=“document type name”/>

A.2.16.4 Content

User guidance The content corresponding the attached document type.
Conformance Mandatory
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<!-- SPL header -->
<document><!-- (this) Header -->
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
</manufacturedProduct>
<subjectOf2>
<document><!-- Attached Document -->
<id root="Attached Document Identifier UUID”/> <!-- or non UUID in the extension with a nullFlavor rept
<code code="Regulated Document Type code” codeSystem="document type code system OID”
displayName="“document type name”/>
<text mediaType="text/plain”>Attached Document Content</text>

v

A.2.16.5 Language

User guidance The ISO 639-1 Language Code of attached document.as applicable in the gpecified
country and the jurisdiction shall be specified.

Conformance Conditional

<!l4- SPL header -->
<dpcument><!-- (this) Header -->
<domponent><structuredBody><component><section>...
dJsubject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --=&/manufacturedProduct>
</manufacturedProduct>
<subjectOf2>
<document><!-- Attached Document -->
<id root="Attached Document Identifier UUID"/> <!-- or non UUID in the extension with a nullFlavor root]
<code code="Regulated Document(Typé code” codeSystem="document type code system OID”
displayName="document type fame”/>
<text mediaType="text/plain”’>Attached Document Content</text>
<effectiveTime><low value=“Attached Document effective date”/></effectiveTime>
<languageCode code="Regutated Document language” codeSystem="language code system OID”
displayName="language name”/>

v

A.2.16.6 Media type

Uger guidance The graphic media type specified within an attached document (e.g. JPEG

1]
Nt

Conformance Conditional

<!-- SPL header -->
<document><!-- (this) Header -->
<component><structuredBody><component><section>...
<subject>
<!--CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
</manufacturedProduct>
<subjectOf2>
<document><!-- Attached Document -->
<id root="Attached Document Identifier UUID"/> <!-- or non UUID in the extension with a nullFlavor root -->
<code code="Regulated Document Type code” codeSystem="document type code system OID”
displayName="“document type name”/>
<text mediaType="Attached document media type”>Attached Document Content</text>
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A.2.16.7 Version Number

User guidance A whole number for the version of a regulated document (header) can be provid-
ed in text.
Conformance Conditional

<!-- SPL header -->
<document><!-- (this) Header -->
<componefit><structuredBody ><COMpPONENT><SECTION>...
<subject>]
<!-- CPMbody -->
<manufjcturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
</manufacturedProduct>
<subjecfOf2>
<docuent><!-- Attached Document -->
<id rpot="Attached Document Identifier UUID”/> <!-- or non UUID in the extension with a nullFlavor root -->
<code code="Regulated Document Type code” codeSystem="document type code system OID”
HisplayName="document type name”/>
<texf mediaType="text/plain”>Attached Document Content</text>
<effgctiveTime><low value="Attached Document effective date”/></effectiveTime>
<set]d root="Code System OID” extension="Attached Document version set identifier”/>
<verfionNumber>Attached Document version number</versionNumber>
</docyment>
</subje¢tOf2>

A.2.16.8 Version set identifier

User guiglance A unique identifier (e.g. GUID) for the version of a regulated document (header)
specific to a particular product ot“other regulatory instance.

Conformjance Conditional

<!-- SPL hepder -->
<document><!-- (this) Header -->
<componefpt><structuredBody><compenent><section>...
<subject>
<!-- CPMbody -->
<manuffcturedProduct>
<manufacturedProduct><l~Medicinal Product --></manufacturedProduct>
</manufacturedProduct=
<subjecf{Of2>
<document><!-- Attached Document -->
<id rpot="Attached Document Identifier UUID”/> <!-- or non UUID in the extension with a nullFlavor root -->
<code code=“Regulated Document Type code” codeSystem="“document type code system OID”
HisplayName="“document type name”/>
<texf mediaType="text/plain”>Attached Document Content</text>

<effeetiveTimes<lowvalue="Attached Documentdate’/r<feffectiveTime
<setld root="Code System OID” extension="Attached Document version set identifier”/>
</document>
</subjectOf2>
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Annex B
(normative)

Marketing authorisation

B.f—Generat
Thiis annex specifies the marketing authorisation information for a Medicinal Product,

The marketing authorisation is issued by the appropriate regulatory medicines authgrity in a
region/jurisdiction. An authorisation is required before a Medicinal Product is.placed on the market.
Fol some categories of Medicinal Products (e.g. “grandfather” drugs) exemptions may be gpplicable.
For these type of medicines, the same principles of information provision @s for authorised [Medicinal
Prpducts shall be applied as outlined in this annex. Where no formal marketing authorisation holder is
esfablished, the distributor shall be specified.

<!+ SPL header -->

<dpbcument>

<fomponent><structuredBody><component><section>...

fsubject>

<l-- CPM body -->

<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manGfacturedProduct>
<subjectOf>

<approval><!-- Marketing Authorisation / Procedure -->
<author>
<territorial Authority>
<territory>...</territory>
<governingAgency>
<l-- Medicines Regulatory Agency.->
</governingAgency>
</territorial Authority>
</author>

<holder><!-- Marketing Authorisation Holder --></holder>
<sourceOf typeCode="FLES">
<approval><!-- Marketing Authorisation Application --></approval>
</sourceOf>
</approval>
</subjectOf>
<subjectOf>
<marketingAct><!-- Marketing Status --></marketingAct>
</subjectOf>

A Medicinal Product has a marketing authorisation (applicable to “grandfather products” as this status
wduld’be considered an authorisation).

This marketing authorisation is issued by a medicines regulatory agency to an organisation referred
to as marketing authorisation holder. Within the marketing authorisation holder, there can be a named
individual who is responsible for the pharmacovigilance activities associated with that Medicinal
Product (e.g. Qualified Person Responsible for Pharmacovigilance within the EU).

An initial marketing authorisation, renewal, variation to and revocation of a marketing authorisation is
managed on the basis of a marketing authorisation procedure, which itself is supported by a marketing
authorisation application.

During the lifetime of a Medicinal Product, its marketing authorisation is likely to have had a variety
of changes. Therefore, the status of a marketing authorisation will change over time, which has to be
recorded accordingly.
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The marketing status describes when a Medicinal Product is actually put on the market or is no longer
available in a country or jurisdiction. It also indicates the legal status of supply (e.g. prescription only).

Medicinal Product

D

Figure B.1 — Marketing authorisation\fqgtion detailed description diagram
xO

NOTE There may be circumstances where additional information on marketing status is specific to Idcal

provisions|within a jurisdiction (e.g. province rritories).

Each Med|cinal Product should have the relevant marketing authorisation information specified.
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specified for a packaged

<l-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>

<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>

<approval><I-- Marketing Authorisation -->
<id extension="Marketing Authorisation Number”
root="number system OID”/>

<statusCode code="Authorisation Status”/>
<effectiveTime xsi:type=“IVL_TS">
<low value="Validity Period Start Date”/>
<high value="Validity Period End Date”/>
</effectiveTime>

<availabilityTime value="Authorisation Status Date”/>
<author>
<territorial Authority>
<territory>
<code code="Country Code (1SO 2-alpha)”
codeSystem="country code system OID"/>
</territory>
<governingAgency>
<l-- Medicine's Regulatory Agency -->
</governingAgency>
</territorialAuthority>
</author>

<holder><!-- Marketing Authorisation Holder\*></holder>
<sourceOf typeCode="COMP”">
<approval><!-- Marketing Authorisation Procedure -->
<id extension="Procedure Identifier(/ Number”
root="number system OID"/>
<code code="Procedure Type Code” displayName="Procedure Name”
codeSystem="“Procedure Type Code System OID”/>
<activityTime xsi:type="IWVLLTS”">
<low value="Procedure Pate Start”/>
<high value=“Procedure Date End"/>

</activityTime>
<sourceOf typeCode="FLFS">
<approval>z!---Marketing Authorisation Application -->
<id extefisien="Application Identifier / Number”
roots‘number system OID"/>
<code code="Application Type Code”
displayName="Application Type Name”
codeSystem="Application Type Code System OID”/>
<effectiveTime value="Application Date”/>
<subjectOf>

<document><!-- Associated Document --></document>
</subjectOf>
</approval>
</sourceOf>

</approval>
</sourceOf>
<pertinentinformation>

<policy>

© IS0 2017 - All rights reserved

49


https://standardsiso.com/api/?name=564bcf0a3b49307d8a5261971441959b

ISO/TS 20443:2017(E)

<code code="Legal Status of Supply Code”
codeSystem="Code System OID"/>
</policy>
</pertinentInformation>
</approval>
</subjectOf>
<subjectOf>

<marketingAct><!-- Marketing Status -->
<statusCode code="Marketing Status Code”/>
<effectiveTime xsi:type="“IVL_TS">

<low value="Marketing Date Start”/>
<high-value="MarketingDate Stop’/

<id extension="Jurisdiction Marketing Authorisation Number”

oot="Jurisdiction Marketing Authorisation Number System OID"/>
<pprtinentInformation>
<policy>

code code="Jurisdictional Legal Status of Supply Code”
codeSystem="Code System OID"/>
<[policy>
</pertinentInformation>
</approval>
</coyerage>
</maifketingAct>
</subjgctOf>

B.2 Marketing authorisation

User guiglance A Medicinal Product can only be placed on the market when a marketing authori-
sation or équivalent has been issued by a medicines regulatory agency.
Conformiance Mandatory

<!-- SPL header -->
<document>

<compongnt><structiredBody><component><section>...
<subjects

<!-- CPM body *->
<manufjctiredProduct>

<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>

<subjectOf>
<approval><!-- Marketing Authorisation --></approval>

50
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B.2.1 Marketing authorisation number

User guidance

agency of a country/jurisdiction shall be specified.

Products).

The number as assigned to a Medicinal Product by the regulatory medicines

NOTE The marketing authorisation number can also be a reference to regula-
tions/legislation/guidance authorizing certain Medicinal Products that may not
have assigned physical authorisation numbers (e.g. grandfathered Medicinal

Conformance Mandatory

Fo
leg
m3

ot
fol

islation, the citation of such legislation or regulation shall be specified in the absenge o
rketing authorisation number.

Deir‘ivative marketing authorisation: Some marketing authorisations are jmplicitly der

er marketing authorisations. Such derivative marketing authorisations ar€ ¢orrectly repr
ows.

" Medicinal Products which allow distribution without a formal marketing authoriLsation by

a formal

ived from
bsented as

<!
<d|

<

- SPL header -->
pbcument>
fomponent><structuredBody><component><section>...

fsubject>

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufactiiredProduct>
<subjectOf>
<approval><!-- Derivative Marketing Authorisation -->
<code code="C80440" displayName=“"NDA AUTHORISED\GENERIC”
codeSystem="2.16.840.1.113883.3.26.1.1"/>
<sourceOf typeCode="COVBY”>
<approval><!-- Original Marketing Authorisation Reference -->
<id extension="NDA123456" root="2.16.840.1.113883.3.150"/>

Implicit marketing authorisation by:regulation: Regions may exempt some products

ap

broval procedure, exempt by virtue'of legislation/regulation(s) in a region.

from any

<!
<d|

<

- SPL header -->
pbcument>
fomponent><structuredBody><component><section>...

fsubject>

<!-- CPM body -->
<manufacturedProduet>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<approval»<!s- Derivative Marketing Authorisation -->
<code €ode="C73603” displayName="0TC MONOGRAPH FINAL"
cedeSystem="2.16.840.1.113883.3.26.1.1"/>
<saourceOf typeCode="COVBY”">
<approval><!-- Citation of Regulation -->

<id extension="part347” root="2.16.840.1.113883.3.149"/>

©lI
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If there were no approval procedure variants (e.g. OTC monograph non-final vs. OTC monograph final),
then the marketing authorisation could be directly stated without requiring the indirection through a
derivative marketing authorisation.

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>

Wav

<subje
<appr
<id e
<cod
co

U1

bval><!-- Derivative Marketing Authorisation -->
ktension="part347” root="2.16.840.1.113883.3.149"/>

b code="“C73603” displayName="0TC MONOGRAPH FINAL’
deSystem="2.16.840.1.113883.3.26.1.1"/>

NOTE

authorisat
the market
then the dd

on number, then a simple marketing authorisation can be specified. However, if any of the feature

rivative marketing authorisation structure shall be utilised.

B.2.2 Country

If all attributes about the marketing authorisation are completely dependent on“the marketing

5 of

ing authorisation (e.g. code, date, etc.) vary by product for the same marketing‘atithorisation number,

User guiglance The country in which the marketing authorisatieithas been granted shall be pr

vided in accordance with the ISO 3166-1 alphd-2'Codes.

two-letter combination “EU” for the purpose of identifying the European Union
within the framework of [SO 3166.

“EU” can be utilised to identify the “European Union”. The European Union is ndt
a country but rather an organisation with member states. ISO 3166 reserves th¢

A

</

Conformiance Mandatory
<!-- SPL hepder -->
<documentp>
<compongnt><structuredBody><component><secfion>...
<subjects
<l-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subje¢tOf>
<apprpval><!-- Marketing Authorisation -->
<autlor>
<terfritorial Authority>
<t¢rritory>

ode code="“Comntry Code (ISO 2-alpha)”
codeSystem="“country code system OID “/>
erritory>

Where a 1narketing authorisation spans more than one country, all the applicable countries shall

be

described:
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If there is any need to specify more than one country in the absence of a multi-national treaty
organisation, there would be different marketing authorisation in each identified country. The example
below illustrates how this would be addressed.

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
ou‘ujcutcf
<approval><!-- Marketing Authorisation -->
<author>
<territorial Authority>
<territory>
<code code="“BE” codeSystem=“1.0.3166.1.2.2"/>
</territory>
</territorial Authority>
</author>
<author>
<territorial Authority>
<territory>
<code code=“NL" codeSystem="1.0.3166.1.2.2"/>
</territory>
</territorial Authority>
</author>
<author>
<territorial Authority>
<territory>
<code code="LU” codeSystem="1.0.3166.1.2.2"/>
</territory>
</territorialAuthority>
</author>

B.2.3 Legal status of supply

User guidance The legal status of supply of the Medicinal Product as classified by the rggulato-
ry medicines agency should be specified (e.g. subject to medical prescrigtion).
The legalsstatus of supply should be described. The term and the term identifier

should be)specified.
Conformance Mandatory
<!+ SPL header -->
<dpcument>
<fomponent><sttucturedBody><component><section>...
fsubject>

<l-- CPM boedy -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<SubjectOf>
<approval><!-- MarKeting Authorisation -->
<pertinentinformation>
<policy>
<code code="Legal Status of Supply Code”
codeSystem="Code System OID"/>
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If the IDMP/SPL document is for a single region/jurisdiction only and thus contains only one marketing
authorisation, the legal status of supply may be stated on the level of the Medicinal Product rather than
as a feature of the marketing authorisation.

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjeqtof:
<apprpval><!-- Marketing Authorisation --></approval>
</subjgctOf>
<subje¢tOf>
<policy>
<cod¢ code="Legal Status of Supply Code” codeSystem="Code System OID”/>
</policy>
</subjgctOf>

NOTE Controlled substance enforcement measures at various levels of severity is:another example of legal
status of sypply and handled by the same structure.

B.2.4 Authorisation status

User guiglance The status of the marketing authorisation changes throughout the lifecycle of a
Medicinal Product depending on the regulatory process applicable in a region.
This shall be specified. The controlled term’and the controlled term identifier

shall be specified.
Conformjance Mandatory
<!-- SPL hepder -->
<documentp>
<compongnt><structuredBody><component><sectionk...
<subject3

<!-- CPM body -->
<manufjcturedProduct>
<manufacturedProduct><!-- MedicinalPreduct --></manufacturedProduct>
<subje¢tOf>
<apprpval><!-- Marketing Authorisation -->
<statjusCode code="Authorisation Status”/>

EXAMPLE Marketing autherisation status codes:

Status code Marketing authorisation status meaning
agtive Marketing authorisation is currently active.
cqmpleted Marketing authorisation is no longer active, for example, it may have

expired without renewal or the manufacturer may have withdrawn the
product from the market.

suspended Marketing authorisation was temporarily suspended (by the authorisation
holder or the regulator)

terminated Marketing authorisation was terminated definitely (e.g. by the authorizing
regulator).

B.2.5 Authorisation status date

User guidance The date at which the given status has become applicable shall be specified. A
date shall be specified using the ISO 8601 date format. ISO 8601 can accommo-
date year and month should day of the month not be known. (i.e. YYY-MM).

Conformance Mandatory
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<approval><!-- Marketing Authorisation -->
<availabilityTime value="Authorisation Status Date”/>

NOTE The use case “marketing authorisation expired on 01.01.2011” is represented by the“eff¢ctiveTime.
Only if the status is not “active” or “completed” will the date in activityTime be of practical significande.

B.2.6 Validity period start

User guidance The time period, described in terms of a beginning date.of the marketing authori-
sation for the relevant status shall be specified. A date.shall be specified|using the
[SO 8601 date format.

Conformance Mandatory

<!+ SPL header -->
<dpbcument>
fomponent><structuredBody><component><section>...
fsubject>
<l-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product ;=¥</manufacturedProduct>
<subjectOf>
<approval><!-- Marketing Authorisation -*>
<effectiveTime xsi:type=“IVL_TS”">
<low value="Validity Period Start Date”/>
<high value="Validity Period End Date”/>

A

<!+ SPL header -->
<dpcument>
fomponent><structuredBody><component><section>...
fsubject>
<l-- CPM body ~->
<manufacturedProduct>

<manufaeturedProduct><!-- Medicinal Product --></manufacturedProduct>

<subjectOf>

<approval><!-- Marketing Authorisation -->
ZeffectiveTime xsi:type="IVL_TS">
<low value=“20110101"/>
nIgn vdiue= 2ZUlolZ51 />

A

NOTE The marketing authorisation end date may be in the future indicating a scheduled expiration date
that may be open to renewal. In this case, the marketing authorisation status would be “active”. When the
authorisation has expired because the end date has been met, the status would be marked as “completed”.

B.2.7 Validity period end

User guidance The time period, described in terms of an end date of the marketing authorisa-
tion for the relevant status, shall be specified. A date shall be specified using the
[SO 8601 date format.

Conformance Mandatory
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B.2.8 Data exclusivity start date

User guidance Data exclusivity period refers to the period from initial authorisation of the refer-
ence product granting exclusivity for a given marketing authorisation. The time
period, described in terms of a beginning data exclusivity period for the relevant
status can be specified.

Conformance Conditional

<!-- SPL hepder -->
<documentp>
<compongnt><structuredBody><component><section>...
<subject;
<!-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct><!-- Marketing Authorisation --></manufacturedProduct>
<subje¢tOf>
<apprpval><!-- Marketing Authorisation -->
<outlhoundRelationship>
<approval>
<cdde code="data exclusivity approval” codeSystem="“Code System OID”/>
<efffectiveTime>
<lpw value="data exclusivity start date”/>
<High value="data exclusivity end date”/>

B.2.9 Data exclusivity end date

User guiglance Data exclusivity end date refers to the'period from initial authorisation of the
reference product after which valid*applications for generic product can be sub/
mitted and lead to the granting-of a marketing authorisation. The time period,
described in terms of an end data exclusivity period for the relevant status can pe
specified.

Conformjance Conditional

<l-- SPL hdader -->
<documentp>
<c0mp0nent><structuredBody><c0mponent><section>...
<subject3

<!-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct><!-- Marketing Authorisation --></manufacturedProduct>
<subje¢tOf>
<apprpval><!-=Marketing Authorisation -->
<outlhoundRelationship>
<approval>

<cd datada="data avecliicivity annrayal” o daCyy
uuuuuu Erata-Ex eSSty approvar >

<effectiveTime>
<low value="“data exclusivity start date”/>
<high value="data exclusivity end date”/>

B.2.10 Date of first authorisation

The date of first authorisation refers to the date when the first authorisation was
granted by the authorising body. A date shall be specified using the ISO 8601 date
format. ISO 8601 can accommodate year and month should day of the month not

be known (i.e. YYYY-MM)

Conformance Conditional

User guidance
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Historically, the date of first authorisation is the marketing authorisation start date as an authorisation
until updated at the time of renewal.

<l-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<l-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Marketing Authorisation --></manufacturedProduct>
<subjectOf>

— i Authorisation --

<outboundRelationship>
<approval>
<code code="first approval” codeSystem="Code System OID"/>
<effectiveTime>
<low value="Date of First Authorisation”/>

B.2.11 International birth date

User guidance The date of the first marketing authorisation for any,product containing|the ac-
tive substance granted to any company in any cguiitry in the world.

Conformance Mandatory

<!+ SPL header -->
<dpcument>
fomponent><structuredBody><component><section>...
fsubject>
<l-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Marketing Authorisation --></manufacturedProduct>
<subjectOf>
<approval><!-- Marketing Authorisation(-->
<outboundRelationship>
<approval>
<code code="international firstapproval” codeSystem="Code System OID"/>
<effectiveTime>
<low value="International Birth Date”/>

A

B.2.12 Marketing authorisation holder (organisation)

User guidance Details in relation to the marketing authorisation holder to which a marketing
authorisation in a region was granted shall be specified using an organigation
class as described in Annex G.

For Medicinal Products, which allow for distribution without a marketinfg author-
isation within a region, the details of the distributor, as appearing on thg package,
the container or the package insert shall be provided in place of the detajls of the
marketing authorisation holder.

In case of Small to Medium Enterprise (SME), specific elements should be de-
scribed as shown below.

Conformance Mandatory
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<approval><!-- Marketing Authorisation -->
<holder><!-- Marketing Authorisation Holder -->
<role>
<playingOrganisation>
<ifl extension="316874288" root="1.3.6.1.4.1.519.1"/>
<rlame>DrugCo GmbH</name>

B.2.13 Small to medium enterprise (SME)

If a marlfeting authorisation (or other product approval) was granted undér)special rules for

Small to Medium Enterprises (SME), the SME certification details are specified on the market|ng
authorisation class.

<!-- SPL hepder -->
<document}>
<compongnt><structuredBody><component><section>...
<subject;
<l-- CPM body -->
<manufjcturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subje¢tOf>
<apprpval><!-- Marketing Authorisation -->
<outhoundRelationship typeCode="COVBY”>
<approval><!-- SME Details -->
<idlextension="SME Number” root="SME Number System (0OID)"/>
<cdde code="SME Type / Size Code” codeSystems“SME Type Code System (0ID)"/>
<effectiveTime>
<lpw value=“Date when SME Status was granted”/>

User guiflance This class should capture the SME information.

Conformpance Optional

B.2.13.1 SME flag

User guiglance A Boolean flag to define whether the applicant is an SME.
Conformhnce Mandatory

B.2.13.2 Size

User guidance Description of the size of the marketing authorisation holder company (e.g.
micro-, small- and medium-sized enterprises (SMEs), etc.
Conformance Optional
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The SME size is a code to cite the special legal or regulatory provision under which SMEs are recognised
and which recognition might influence the Medicinal Product authorisation procedure. This is entirely
dependent on the regional requirements and cannot be standardised on an international level as this time.

<!-- SPL header -->
<document>

<subject>

<component><structuredBody><component><section>...

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>

1o eV
SUUJTLLUIT

<approval><!-- Marketing Authorisation -->
<sourceOf typeCode="COVBY”">
<approval><!-- SME Details -->
<id extension="SME Number” root="SME Number System (0OID)"/>
<code code="SME Type / Size Code”
codeSystem="SME Type Code System (OID)"/>
<effectiveTime>
<low value="Date when SME Status was granted”/>

B.2.13.3 SME number

User guidance

SME number can be provided as applicable td.vegional implementation and re-
quirements defining an SME.

Cgnformance

Optional

<!+ SPL header -->
<dpcument>

fsubject>

<subjectOf>

<tomponent><structuredBody><component><sectign>...

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- MedicinalProduct --></manufacturedProduct>

<approval><!-- Marketing Authorisation -->
<sourceOf typeCode="COVBY¥>
<approval><!-- SME Details }->
<id extension="SME Number” root="SME Number System (0OID)"/>
<code code="SME Type / Size Code”
codeSystem="SME Type Code System (0ID)"/>
<effectiveTime>
<low value=“Ddte when SME Status was granted”/>

B.2.13.4 Status date

Userguidance

Date when the SME status was granted.

Canfarmance

Optional

B.2.14 Medicines regulatory agency (organisation)

User guidance Details in relation to the medicines regulatory agency that granted the marketing
authorisation for a Medicinal Product shall be specified using an organisation
class as described in Annex G.

Conformance Mandatory
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<approval><!-- Marketing Authorisation -->
<author>
<terfritorial Authority>
<tg¢rritory>
<fode code="US” codeSystem="2.16.840.1.113883.5.28"/>
</territory>
<gpverningAgency>
d extension=927645523" root="1.3.6.1.4.1.519.1"/>
hame>Food and Drug Administration</name>

A

A

B.2.15 Marketing authorisation procedure

User guiglance The regulatory procedure applied to grant or amend a'marketing authorisation
for a Medicinal Product shall be specified.

Conformjance Mandatory

B.2.15.1 Procedure identifier/number

The unique identifier for the specific,ifistance of a procedure undertaken should
be provided.

Conformjance Conditional

User guiglance

EXAMPLE The product was approved under a“Mutual Recognition Procedure (MRP) with a procedpire
identifier/Tumber PT/H/4711/002:

<!-- SPL header -->
<documer]t>
<component><structuredBody><comiponent><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manfifacturedProduct></*- Medicinal Product --></manufacturedProduct>
<sub]ectOf>
<approval><!-- Marketing Authorisation -->
<oytboundRelationship>
<dpproval><!-- Marketing Authorisation / Procedure -->
did extension="471190128" root="number system OID"/>
qcode‘code=“002" displayName=“MRP” codeSystem="2.16.840.1.113883.3.989.5.1.1.3"/>

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<approval><!-- Marketing Authorisation -->
<outboundRelationship>
<approval><!-- Marketing Authorisation / Procedure -->
<id extension="Procedure Identifier” root="number system OID"/>
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B.2.15.2 Procedure type

User guidance The type of procedure that is followed to grant or update a marketing authorisa-
tion shall be specified. The term and the term identifier shall be specified.
Conformance Mandatory

For a simple procedure which is identical to the marketing authorisation:

<!-- SPL header -->
<document>

fsubject>

<subjectOf>

<gomponent><structuredbody><component><section>...

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>

<approval><!-- Marketing Authorisation -->
<code code=“Procedure Type Code” displayName="Procedure Name”
codeSystem="Procedure Type Code System OID"/>

For procedures that must be distinguished from the marketing authorisation:

<!+ SPL header -->
<dpcument>

A

fsubject>

<subjectOf>

fomponent><structuredBody><component><section>...

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>

<approval><!-- Marketing Authorisation -->
<outboundRelationship>
<approval><!-- Marketing Authorisation Procedure -->
<code code="Procedure Type Code” displayName="Procedure Name”
codeSystem="“Procedure Type Code System OID”/>

B.2.15.3 Procedure date start

Uder guidance

The date-when the procedure commenced shall be described. Complete dates con-
sisting of"day, month and year shall be specified using the ISO 8601 date format.

Cqnformance

Cofditional

<approval>
pffectiveTitme>

A

flow value=“Procedure Date Start”/>
thigh valde="Procedure Date End"/>

Thi2 the time of ] ity of il ] Lsucl ] vitvd ]

at any level of marketing authorisation.

B.2.15.4 Procedure date end

p specified

User guidance The date when the procedure was completed shall be described. Complete dates
consisting of day, month and year shall be specified using the ISO 8601 date format.
Conformance Conditional
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<approval>
<effectiveTime>
<low value="Procedure Date Start”/>
<high value="Procedure Date End”/>

This is the time of the activity of the procedure and such procedure activity date range may be specified
at any level of marketing authorisation.

B.2.16 Marketing authorisation application

User guiglance A marketing authorisation will be supported by an application, as will any-change
of an existing marketing authorisation (e.g. to renew, to vary or to withdraw). Dle-
tails of the marketing authorisation application can be described using this clasfs.

A marketing authorisation shall be supported by an application(s);, which may
comprise of a number of submissions (regulatory activities): initial marketing
application and subsequent applications for changes to an existing marketing
authorisation (e.g. to renew, vary or withdraw).

Conformiance Conditional

<!-- SPL hepder -->
<documentp>
<compongnt><structuredBody><component><section>...
<subject3
<!-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subje¢tOf>
<apprpval><!-- Marketing Authorisation -->
<outlhoundRelationship>
<approval><!-- Marketing Authorisation Procedure -->
<ouytboundRelationship>
<gpproval><!-- Marketing AuthorisationApplication -->

NOTE When authorisation and procedure are not distinguishable, they may be collapsed into the same act,
and the application may still be referredto as a separate element utilizing the “fulfills” (FLFS) relationship:

<!-- SPL header -->
<documert>
<component><structurédBody><component><section>...

<subject>
<!-- CPM body -->
<manufacturedProduct>

<mantifacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjgctOf>
[mla]xu M

<app - arkpfing Authorisation '/ Procedure -->

<outboundRelationship>
<approval><!-- Marketing Authorisation Application -->

NOTE When authorisation and procedure are collapsed along with the application, then the application
information is the same as the authorisation/procedure information:
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<approval><!-- Marketing Authorisation / Procedure / Application -->

B 244 A 1s - = | -y o L 1
4. 10,1 APPIItdUUIT TUTIIUIITT / 1IITUIIuct

User guidance A unique identifier for the specific instance of an application shall-be)prdvided.

Cgnformance Mandatory

<!+ SPL header -->
<dpcument>
fomponent><structuredBody><component><section>...
fsubject>
<l-- CPM body -->
<manufacturedProduct>

<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>

<subjectOf>

<approval><!-- Marketing Authorisation -->
<outboundRelationship>
<approval><!-- Marketing Authorisation Procedure -->
<outboundRelationship>
<approval><!-- Marketing Authorisation Application -->
<id extension="Application Identifier / Number” root="number system OID"/>

A

B.2.16.2 Application type

User guidance The type of theapplication shall be described. The controlled term and the con-
trolled term identifier shall be specified.

Cgnformance Mandatoeiy

<!+ SPL header -->
<dpcument>
fomponent><sttucturedBody><component><section>...
fsubject>
<l-- CPM body -->
<manufaeturedProduct>

<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>

ssubjectOf>

<approval><!-- Marketing Authorisation -->
<sourceOf typeCode="COMP”">
<approval><!-- Marketing Authorisation Procedure -->
<outboundRelationship>
<approval><!-- Marketing Authorisation Application -->
<code code="Application Type Code” displayName="Application Type Name”
codeSystem="Application Type Code System OID”/>

A
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Marketing authorisation supplements may be specified as components of marketing authorisations and
collapsed with the specific supplement application:

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<l-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<appr ==
<outhoundRelationship>
<approval><!-- Marketing Authorisation Supplement -->
<outboundRelationship>
<gpproval><!-- Marketing Authorisation Supplement Application -->
<code code="Application Type Code” displayName="Application Type Name”
codeSystem="Application Type Code System OID”/>

Authorisation --

B.2.16.3 Application date

User guiglance The date on which the marketing authorisation applicatieirwas made shall be
specified. A date shall be specified using the ISO 8601 date format.

NOTE 1SO 8601 can accommodate year and month if day of the month is not
known (i.e. YYYY-MM). Regional guidance might give date requirements for a
marketing authorisation application.

Conformjance Mandatory

<approval
<outboundlRelationship>
<approvjl><!-- Marketing Authorisation Application*:>
<effectiveTime><low value="Application Date”/></effectiveTime>

B.2.17 Jurisdictional marketing authorisation

B.2.17.1 Country

User guiglance The country in which the jurisdictional marketing authorisation has been grant
ed shallbe provided in accordance with the ISO 3166-1 alpha-2 codes.

Conformiance Mandatory

B.2.17.2 Jurisdictien

User guiﬂance

Conformance Conditional

Where a marketing activity is undertaken in multiple subdivisions within a co

identifier.
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<approval><!-- Jurisdictional Marketing Authorisation -->
<id extension="Jurisdiction Marketing Authorisation Number”
root="Jurisdiction Marketing Authorisation Number System OID"/>
<author>
<territorial Authority>
<territory>
<code code=" Jurisdiction Code”
codeSystem=" Jurisdiction Code System” displayName="Country / Jurisdiction Name'/*

B.2.17.3 Marketing authorisation number

User guidance The number for the marketing authorisation assighed by a medicines regulatory
authority within a jurisdiction shall be specified:

Conformance Conditional

<!+ SPL header -->
<dpcument>
<tomponent><structuredBody><component><section>...
subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<approval><!-- Jurisdictional MarketinngAuthorisation -->
<id extension="Jurisdiction Marketing Authorisation Number”
root="Jurisdiction Marketing Authorisation Number System OID"/>

B.2.17.4 Legal status of supply

Uger guidance Thelegal status of supply for the Medicinal Product as applicable in a juifisdiction
shall be described, using a suitable controlled vocabulary. The term and fthe term

identifier shall be specified.

Cgnformance Conditional

<!+ SPL header -->
<dpcunient>
<tomponent><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<approval><!-- Jurisdictional Marketing Authorisation -->
<pertinentinformation>
<policy>
<code code="Jurisdictional Legal Status of Supply Code” codeSystem=“Code System OID"/>
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B.2.18 Marketing status

User guidance The marketing status describes the date when a packaged Medicinal Product is
actually put on the market or the date as of which it is no longer available. It also
indicates the legal status of supply (e.g. prescription only or non-prescription).

There may be circumstances where additional information on marketing status
is specific to local provisions within a jurisdiction (e.g. states, provinces or ter-
ritories). Marketing status allows indicating these circumstances as well, where
this is specifically applicable.

Description of the status of the marketing of the Medicinal Product shall be
provided (e.g. temporary cease, permanently cease, withdrawn from the mdrkef

marketed).
Conformiance Mandatory
<!-- SPL hepder -->
<documentp>
<compongnt><structuredBody><component><section>...
<subjects

<!-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subje¢tOf>
<mar}fetingAct><!-- Marketing Status -->
<statjusCode code="Marketing Status Code”/>

B.2.18.1 Country

User guiglance The country in which the marketing activity is undertaken shall be specified. It
should be specified using the}SO 3166-1 alpha-2 codes.
Conformjance Mandatory

<!-- SPL hepder -->
<documentp>
<compongnt><structuredBody><coniponent><section>...
<subjects
<!-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subje¢tOf>
<marletingAct=<!;- Marketing Status -->
<location>
<role>
<playingTerritory>
<Code—code=—Countiy-/Jurisdiction-Code”
codeSystem="“Country / Jurisdiction Code System”/>
<name>Country / Jurisdiction Name</name>

B.2.18.2 Jurisdiction

User guidance Where a marketing activity is undertaken in multiple subdivisions within a coun-
try. Such jurisdictional activities can be specified. Utilizing the term and term
identifier.

Conformance Conditional
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<l-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<marketingAct><!-- Marketing Status -->
<location>
<role>
<playingTerritory>
<code code="Country / Jurisdiction Code”
codeSystem="Country / Jurisdiction Code System”/>
<name>Country / Jurisdiction Name</name>

B.2.18.3 Marketing status

User guidance Information on the status of the marketing of the Medicinal Product (e.g| tem-
porary cease, permanently cease, withdrawn fremthe market, marketedl, not
marketed)

Conformance Mandatory

<!+ SPL header -->

<dpcument>

<fomponent><structuredBody><component><section>..,
fsubject>

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subjectOf>
<marketingAct><!-- Marketing Status«->
<statusCode code="active”/>
<effectiveTime>
<low value=“Marketing DatesStart”/>

Thie action that lead to thelcessation of marketing is recorded as an action element of the marketing act,

wherein all the details ¢f the decision can be specified:

<!+ SPL header -->
<dpcument>
fomponent><stfucturedBody><component><section>...
subject>
<!-- CPM.body -->
<mantufacturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<SubjectOf>
<marketingAct><!-- Marketing Status -->
<statusCode code="suspended”/>
<effectiveTime>
<low value="“Marketing Date Start”/>
</effectiveTime>
<subjectOf>
<action>
<code code="Marketing Cessation Action Code”
codeSystem="Action Code System (0OID)”
displayName="Marketing Cessation Action Display Name”/>
<effectiveTime value="Action Date”/>
<reasonCode code="Reason Code (if necessary at all)”
codeSystem="“Reason Code System OID”
displayName="“Reason Display Name”/>
<author><!-- Organisation Who Took the Action --></author>

A
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The marketing cessation action code encodes the reason, for example “marketing ordered to be
suspended under legal authority such and such, citing code of law, by section and paragraph, etc.”

NOTE If areason code, in addition to the action code is necessary, it can be placed in the reasonCode element.

B.2.18.4 Marketing date (start/stop)

User guidance The date when the packaged Medicinal Product is “placed on the market” by the

marketing authorisation holder (or where applicable, the manufacturer/distribu-
tor) in a country and/or jurisdiction shall be provided as shall the date when the
packaged Medicinal Product is “no longer available on that market”.

“Placed on the market” refers to release of the packaged Medicinal Productinto
the distribution chain.

NOTE 1 “No longer available on the market” can refer to the fact thatthe mar-
keting authorisation holder has taken a decision to no longer market the pack-
aged Medicinal Product or that the marketing authorisation ismo tonger valid.

NOTE 2 Marketing date(s) refers to each instance of a packaged Medicinal Prodl

uct (PCID level).
Conformiance Mandatory
<!-- SPL hepder -->
<document>
<compongnt><structuredBody><component><section>...
<subject;

<!-- CPM body -->
<manufjcturedProduct>
<manufacturedProduct><!-- Medicinal Product --></manufacturedProduct>
<subje¢tOf>
<mar}fetingAct><!-- Marketing Status -->
<statjusCode code="Marketing Status Code”/>
<effeftiveTime>
<low value="Marketing Date Start”/>
<high value="Marketing Date Stop”/>

B.2.18.5 Risk of supply shortage

-

User guiglance Indication’ of whether there is a risk of a drug supply shortage availability withi
a giveh-region. Refer to regional guidance for what constitutes a risk of drug sujp
ply.shortage within a given region.

Conformjance Conditional

B.2.18.6 Risk of supply shortage comment

User guidance Any additional comment on drug supply shortage. See regional guidance for what
constitutes a risk of drug supply shortage within a given region.

Conformance Conditional

B.2.19 Status reasons

User guidance This class shall describe the reason of a legal action taken on the marketing or on
the marketing authorisation and in reference to the status of these elements (e.g.
the marketing status is permanently ceased as the medicine is harmful).

Conformance Conditional
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B.2.19.1 Reason

User guidance The reason of an action taken on the marketing or on the marketing authorisa-
tion due to any of the following grounds that may be provided:

— the medicine is harmful;
— the medicine lacks therapeutic efficacy;
— the risk-benefit balance of the medicine is not favourable;

— the qualitative and quantitative composition of the medicine are not as
declared;

— manufacturing or inspection issues have been identified.

Conformance Conditional

B.2.19.2 Reason comment

User guidance Additional comment on the reason of a legal action taken on the marketihg or on
the marketing authorisation.

Cgnformance Conditional

B.2.19.3 Legal grounds

User guidance The legal grounds of the action takenon the marketing or on the marketjing au-
thorisation.
Conformance Conditional

B.2.19.4 Legal grounds comment

User guidance Any additional description of the action taken on the marketing or on the market-
ing authorisation.

Conformance Conditional

B.2.19.5 Restore date

Uger guidance The¢date when the marketing or the marketing authorisation of the product is
anticipated to be restored (e.g. the date of the lift of the marketing authgrisation
suspension). The date when the marketing or the marketing of the product is
restored may be provided (e.g. the date of the lift of the marketing authorisation
suspension). A date shall be specified using the ISO 8601 date format.

Caonformance Optional

B 219 6 Conditiontorestore
&1 5700 RaHH R t0-Festore

User guidance The condition under which the marketing authorisation or the marketing is re-
stored may be provided.

Conformance Conditional

B.2.19.7 Condition to restore comment

User guidance Additional comments on the date when the condition of the marketing or the
marketing of the product being restored may be provided.

Conformance Conditional
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B.2.19.8 Change request organisation type

User guidance The organisation that triggered the legal action taken on the marketing or on the
marketing authorisation (e.g. marketing authorisation revoked by the competent
authority, marketing authorisation not renewed by the MAH).

Conformance Optional

B.2.19.9 Geographic area for action taken

User guigarce Thepgeographicarea wiere the tegatactiom takem o thre marketing or the omn
marketing authorisation is having effect.
Conformiance Optional
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Annex C
(normative)

Packaged Medicinal Product (including manufactured item and
device)

C.1 General

Thlis annex describes the Medicinal Product in terms of it being a packaged Médicinal Hroduct as
authorised by a medicines regulatory agency.

Th description of a packaged Medicinal Product shall cater for the descriptionvof the entire packaging
frgm the outer layers down through intermediate packaging to the one orvimore items contained within,
anfl then to the actual description of the individual item(s).

The Packaged Medicinal Product class acts as a collector class“for more descriptive ¢lasses. In
particular, there is one instance of the “Package Item” class for each separate item packaged|

The Package Item class has a recursive relationship withvitself. This complexity is negessary to
degcribe situations where there are packages within packages, for example, cartridges withijn a blister
within a box.

Pagkage Item can have component parts such<as closures; this is facilitated by the| Package
(Component) class.

Th lowest level package item, when any recursion has been unrolled, is that which is in contact with
th¢ physical Medicinal Product represented’in Manufactured Item. Manufactured items are(described
in ferms of their Ingredients, which are‘discussed in greater detail in Annex F.

A packaged Medicinal Product can be accompanied by an administration device such as an oral syringe;
this device is described using the Device class (with type “Administration Device”).

Where a device forms an integrated part of the Packaged Medicinal Product, such as a pre-filldd syringe,
this is also described using the Device class (with type “Integrated Device”).

The device can be specified using the Device Nomenclature class.

UDI specificatiens shall be captured in the Device Nomenclature class should it be implenented in

physical characteristics described, including an image of the item as required.

In addition, the packaged Medicinal Product, device and the manufactured item may have a set of “Other
Characteristics” associated with them.

Batch identifiers (i.e. BAID 1 and BAID 2) shall be presented in relation to the package item as
appropriate.

There are instances where marketing authorisation information is specific to a packaged Medicinal
Product; for example, when the legal status of supply of particular packages of a Medicinal Product differ
(pack size of five tablets is not subject to a prescription where the pack size of 30 tablets is prescription
only). For these instances, the marketing authorisation information can be described directly for the
packaged Medicinal Product, utilizing the structures described in Annex B.
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The following is the outline of package structure in HL7 SPL:

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->

<manufacturedProduct>
<manufacturedProduct><!-- Manufactured Item / Medicinal Product -->
<part><!-- If any parts present, the Medicinal Product is a kit -->
<quantity><!-- Part Quantity --></quantity>
<parf L ctureditem— /’pcu tProduct
</parf>

<part}
<quaptity><!-- Part Quantity --></quantity>
<parfProduct><!-- Other Part Manufactured Item / Device --></partProduct>
</parf>
<asCoptent><!-- Immediate Package Item -->
<quaptity><!-- Packaged Quantity --></quantity>
<confainerPackagedProduct>

<code code="PCID Item Code” codeSystem="Item Code System OID">
<!-{presence of PCID indicates Packaged Medicinal Product -->
</cdde>
<as(ontent><!-- Intermediary Package Item (if any) -->
<quantity><!-- Packaged Quantity --></quantity>
<cdntainerPackagedProduct>
<dode code="PCID Item Code” codeSystem="Item Code System OID">

<l-- presence of PCID indicates Packaged Medicinal Product -->
</code>

<gsContent><!-- Outer Package Item (if not the same as inneg)<>
quantity><!-- Packaged Quantity --></quantity>
containerPackagedProduct>

<code code="PCID Item Code” codeSystem="Item Code System OID">
<!-- presence of PCID indicates Packaged Medjeinal Product -->
K/code>

<J/containerPackagedProduct>

A_A

</psContent>
</dontainerPackagedProduct>
</aqContent>
</containerPackagedProduct>
</asContent>

Please note the following toanderstand the relationship between the ISO 11615, packaged Medicipal
Product njodel and the HLZ.SPL representation:

SPL contains manudfactured product entities which comprises the following elemerts:
manufactyiredProduct;” containerPackagedProduct, and partProduct. Any Medicinal Product| is
consideref to be.amanufactured product, including Medicinal Products requiring reconstitution. The
following fconeépts from ISO 11615 are all considered manufactured products in the HL7 SPL standajrd:
Medicinal
Item (Con

The pharmaceutical product is considered to be any finished dose form without material change
or with a material change through a reconstitution/transformation process. In cases that include
the reconstitution of several manufactured items or the loading of required applicator devices,
the pharmaceutical product is the reconstituted product as authorised by a medicines regulatory
agency. The manufactured item and the package item is considered the product as initially produced
and delivered by the manufacturer which may require reconstitution/transformation into the
pharmaceutical product. This subclause focuses on the description of the products as delivered by the
manufacturer.

The ISO 11615 model has a Package Item (Container) class with a recursive relationship with zero-
or-more multiplicity. The Package Item can represent multi-level packaging (i.e. packages within
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packages). ISO 11615 recognises the existence of an “outer” package and “inner package”, which would
be assigned a PCID.

HL7 SPL accommodates the serialisation of packaging data by beginning with the single manufactured
item (i.e. the amoxicillin 250 mg capsule), and then listing each direct packaging variant as nested
elements named <asContent>, indicating that the mentioned element exists as the content of a
container/packaged product.

The container/packaged product may exist as the content of an outer container/packaged product and
so forth. The general pattern being:

<!+ SPL header -->
<dpcument>
<tomponent><structuredBody><component><section>...
subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Manufactured Item -->
<asContent><!-- Immediate Package Item -->
<quantity><!-- Packaged Quantity --></quantity>
<containerPackagedProduct>
<code code="Package Item Code” codeSystem="Item Code System OID"/>
<asContent><!-- Intermediary Package Item (if any) -->
<quantity><!-- Packaged Quantity --></quantity>
<containerPackagedProduct>
<code code="Package Item Code” codeSystem="Item Code Systeni OID"/>
<asContent><!-- Outer Package Item (if not the same as innef)/-->
<quantity><!-- Packaged Quantity --></quantity>
<containerPackagedProduct>
<code code="Package Item Code”
codeSystem="Item Code System OID"/>
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EXAMPLE Amoxicillin trihydrate equivalent to 250 mg anhydrous amoxicillin packaged in either three
blister packs of 10 in a carton, or in a bulk bottle of 1 000, is represented as:

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>

<manfifacturedProduct><!-- Manufactured Item -->
<formCode code="C25158” displayName="CAPSULE"

codeSystem="2.16.840.1.113883.3.26.1.1" />

<asCpntent><!-- Immediate Package Item #10 blister pack -->
<qufntity><numerator value=“10" unit="1"/></quantity>
<comtainerPackagedProduct>

<fgrmCode code="C43168” displayName="BLISTER PACK”
codeSystem="“2.16.840.1.113883.3.26.1.1"/>
<agContent><!-- Outer Package Item #3 carton -->
<quantity><numerator value="3" unit="1"/></quantity>
<dontainerPackagedProduct>
formCode code="“C43182” displayName=“CARTON"
codeSystem="2.16.840.1.113883.3.26.1.1"/>

A

</[containerPackagedProduct>
</dsContent>
</cdntainerPackagedProduct>
</asContent>
<asCpntent><!--Only (Inner and Outer) Package Item #1000 bottle -->

<qufntity><numerator value=“1000" unit="1"/></quantity>
<comtainerPackagedProduct>
<fgrmCode code="C43169” displayName="BQTTLE”
codeSystem="2.16.840.1.113883.3.26.1.1"/>
</cqntainerPackagedProduct>
</as(ontent>

Co-packaging of multiple different manufactured items in one is considered a “Kit”. A Kit is defined
as a manufactured product which-eomprises more than one different part, each part being in turp a
manufactyired product. The general pattern is as follows:

<!-- SPL hepder -->
<document}>
<compongnt><structuredBody><component><section>...
<subject;
<!-- CPM body -->
<manuffcturedRroduct>
<manufacturedProduct><!-- Package Item (co-package), Kit -->
<formCoede code="C47916” displayName="KIT”
cbdeSystem="2.16.840.1.113883.3.26.1.1"/>
<part>
<quantity><!-- Part Quantity --></quantity>
<partProduct><!-- One Part Manufactured Item --></partProduct>
</part>
<part>
<quantity><!-- Part Quantity --></quantity>
<partProduct><!-- Other Part Manufactured Item / Device --></partProduct>

NOTE The part-relationship is a relationship between products, the packaging is incidental. For instance,
if a kit consists of a vial with a powder, another vial with 2 ml of a diluent, and a syringe with needle, such kit is
considered to have as parts, (1) the powder, (2) 2 ml of diluent, and (3) the syringe, and (4) the needle:
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>

<manufacturedProduct><!-- Package Item (co-package), Kit -->
<formCode code="C47916” displayName="KIT”
codeSystem="“2.16.840.1.113883.3.26.1.1"/>
<part>

“qn 1y 4D/

£34 £ 1 L £34
qorarrercy TonCrator varac T I T/ 7 qoaIrercy

<partProduct><!-- Powder Manufactured Item -->
<formCode code="C42973” displayName=“"POWDER, FOR SOLUTION”"
codeSystem="2.16.840.1.113883.3.26.1.1"/>
</partProduct>
</part>
<part>
<quantity><numerator value="2" unit="ml”/></quantity>

<partProduct><!-- Diluent Manufactured Item -->
<formCode code="C42953” displayName="LIQUID”
codeSystem="2.16.840.1.113883.3.26.1.1" />
</partProduct>
</part>
<part>
<quantity><numerator value="1" unit="1"/></quantity >
<partProduct><!-- Syringe Device-->
<asSpecialisedKind>
<generalisedMaterialKind>

<code code=“FMF” displayName="Piston Sytinge”
codeSystem="2.16.840.1.113883.6.303"/>
</generalisedMaterialKind>
</asSpecialisedKind>
</partProduct>
</part>
<part>

<quantity><numerator value="1" unit="1"/></quantity>
<partProduct><!-- Needle\Device-->
<asSpecialisedKind>
<generalisedMatérialKind>
<code code=/GAA” codeSystem="2.16.840.1.113883.6.303"
displayNaihe="Needle, Aspiration and Injection, Disposable”/>
</generdlisedMaterialKind>
</asSpecialisedKind>
</partRroduct>
</parts
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Additional information may be added for manufactured items and kit(s) (e.g. powder and diluent are in
two different vials; the syringe and needle in two separate sterile bags), but does not change the direct
part relationship between the manufactured items and the kit:

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- (Package Item (co-package), Kit -->
<party
<quahtity><numerator value="1" unit="1"/></quantity>
<parfProduct><!-- Powder Manufactured Item -->

<formCode code=“C42973” displayName="POWDER, FOR SOLUTION”
codeSystem="2.16.840.1.113883.3.26.1.1"/>
<as@ontent><!-- Vial Package Item -->
<qyantity><numerator value="1" unit="1"/></quantity>
<cdntainerPackagedProduct>
<fprmCode code=“C43226” displayName="VIAL"
codeSystem="2.16.840.1.113883.3.26.1.1"/>

</dontainerPackagedProduct>
</agContent>
</partProduct>
</par{>
<party
<quahtity><numerator value="2" unit="ml”/></quantity>

<parfProduct><!-- Diluent Manufactured Item -->
<forimCode code=“C42953” displayName="LIQUID”

codeSystem=“2.16.840.1.113883.3.26.1.1" />

<as@ontent><!-- Bottle Package Item -->

<qyantity><numerator value="2" unit="ml"/></quantity>
<cqntainerPackagedProduct>

<fprmCode code="C43169” displayName="BOTTLE"
codeSystem="2.16.840.1.113883.3.26.1.1"/>

</dontainerPackagedProduct>
</aqContent>

</partProduct>

</parf>

<party
<quahtity><numerator value="1"unit="1"/></quantity>
<parfProduct><!-- Syringe Device-->
<as§pecialisedKind>
<gdneralisedMaterialKind>
<dode code="FMF” displayName="Piston Syringe”

codeSystem="2,16.840.1.113883.6.303"/>
</lgeneralisedMaterialKind>
</agSpecialisedKind>
<asQontent>x!-- Bag Package Item -->
<quantity><numerator value="2" unit="ml”/></quantity>
<cdntainerPackagedProduct>
<formcode code= C43167 disprayName="BAG
codeSystem="2.16.840.1.113883.3.26.1.1"/>
</containerPackagedProduct>
</asContent>
</partProduct>
</part>

NOTE With containers of parts, the content quantity numerator unit is the same as the numerator unit of the
part quantity, and the numerator values may be an integer fraction of the part quantity numerator value.
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When the Kit as a whole is packaged, this is represented by marking the kit as the content of a container
packaged product, as in the above example, where the kit is in a carton:

<l-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<l-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- (Package Item (co-package), Kit -->
<formCode code=“C47916” displayName="KIT”
== eltem #3 carton --
<quantity><numerator value=“1" unit="1"/></quantity>
<containerPackagedProduct>
<formCode code="C43182” displayName=“CARTON"
codeSystem="2.16.840.1.113883.3.26.1.1"/>
</containerPackagedProduct>
</asContent>
codeSystem="2.16.840.1.113883.3.26.1.1"/>
<part><!-- Powder Manufactured Item --></part>
<part><!-- Diluent Manufactured Item --></part>
<part><!-- Syringe Device --></part>
<part><!-- Needle Device --></part>

NOTE With containers of kits, the content quantity numerator unitds™l (i.e. the kit represents on¢ countable
iten) and with ISO 11615 SPL the numerator value is also 1 (i.e. exactly one kit is packaged in one kit package.)

HL7 SPL allows for item codes are specified at every level to support regional implementation
requirements (see xml snippets above and below).

A

manufacturedProduct>
+manufacturedProduct><!-- Manufactured Item -->
<code code="Item Code” codeSystem="Item Code SystemOID"/>

A

hsContent>
fcontainerPackagedProduct><!-- Package Item(->>
<code code="Item Code” codeSystem="Item-Jode System OID”/>

<part>
fpartProduct><!-- (Component) Manufactured Item -->
<code code="Item Code” codeSystem=*Item Code System OID"/>

NOTE Assignment of item‘cades is not hampered by the inability to represent such codes on the|respective
praduct at that level.
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C.2 Detailed description of packaged Medicinal Product information

Medicinal Prodfict |

Manufactured Item or another Package Item

A Package Item (Container) must have either a
(Container)

igure C.1 — Packaged Medicinal Product section“&}tailed description diagram

\QQ

<!-- SPL hepder --> @
<documentj> ’\Q
<compongnt><structuredBody><component><section>...
<subject3 \O
<!-- CPM body --> \{~
’\CJ

<manufjicturedProduct>

L w|

<manufacturedProduct><!-- Manufactured I / Medicinal Product -->
<form[Code code=“C47916” displayName

cpdeSystem="2.16.840.1.11388

<party<!-- If any parts present, th icinal Product is a kit -->
<quaftity><!-- Part Manufactured-item Quantity --></quantity>
<parfProduct><!-- One Part(%ééufactured Item --></partProduct>

</parf>

<party %\

<quahtity><!-- Part factured Item Quantity --></quantity>

<parfProduct><!-- r Part Manufactured Item / Device --></partProduct>

g OF
<party<!--D Q>
<cod¢ (@( evice Type (Role) Code” displayName="Device Type Name”

cod em="Device Type (Role) Code System (0OID)"/>
<quahtity><!-- Device Quantity --></quantity>
<partProduct>
<asldentifiedEntity>

<id extension="Device Listing Number” root="Number System (0ID)"/>
<code code="Fixed Code meaning ‘Device Listing Number””
codeSystem="Fixed Code System (0OID)"/>
</asldentifiedEntity>
<asldentifiedEntity>
<id extension="Model Number” root=" Code System (0OID)"/>
<code code="C99286”" displayName="Model Number”
codeSystem=" Code System (0ID)"/>
</asldentifiedEntity>
<asSpecialisedKind><!-- Device Nomenclature -->
<generalisedMaterialKind>
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<code code="Nomenclature Term Code” displayName="Term Name”
codeSystem="“Nomenclature Coding System (0ID)"/>
</generalisedMaterialKind>
</asSpecialisedKind>
<ingredient>
<l-- Device Material / Alternate Material / Allergene -->
</ingredient>
</partProduct>
<subjectOf>
<characteristic>

<l-- Sterility / Sterilisation Required Indicator -->
L. Device lsage
<!-- Physical Characteristics -->
<!-- Other Characteristics -->
<code code="Characteristic Code” codeSystem="“Code System (0ID)"/>
<value xsi:type="Value Type” ... /><!-- Characteristic Value (Various Attributes)-->
</characteristic>
</subjectOf>
</part>

<asContent><!-- Immediate Package Item -->
<quantity><!-- Packaged Quantity --></quantity>
<containerPackagedProduct>
<code code="PCID Item Code” codeSystem="Item Code System OID">
<l-- presence of PCID indicates Packaged Medicinal Product -->
</code>
<desc>Package Description</desc>
<formCode code="Package Item (Container) Type Code”
displayName="“Package Type Name”
codeSystem="“Package Type Code System (0OID)"/>
<asldentifiedEntity>

<id extension="Data Carrier Identifier”
root="Data Carrier Id System (0OID)"/>

</asldentifiedEntity>
<asSpecialisedKind>

<generalisedMaterialKind>

<code code="Item Code of Container as Manufactured Product”
codeSystem="Item Code System”/>

</generalisedMaterialKind>

</asSpecialisedKind>

<asContent><!-- Intermediary\Rackage Item (if any) -->
<quantity><!-- Packaged Quatitity --></quantity>
<containerPackagedProduet>
<code code="PCID Jtem-Code” codeSystem="Item Code System OID">
<l-- presence of PCID indicates Packaged Medicinal Product -->
</code>

<asContent><!* Outer Package Item (if not the same as inner) -->
<quantity><!-- Packaged Quantity --></quantity>
<containerPackagedProduct>
<€ode code="PCID Item Code” codeSystem="[tem Code System OID”">
<l-~ presence of PCID indicates Packaged Medicinal Product -->

© IS0 2017 - All rights reserved 79


https://standardsiso.com/api/?name=564bcf0a3b49307d8a5261971441959b

ISO/TS 20443:2017(E)

</code>
</containerPackagedProduct>
</asContent>
</containerPackagedProduct>
</asContent>
</containerPackagedProduct>
</asContent>
</manufacturedProduct>
</manufacturedProduct>

</subject>
<subject>
<manufacturedProduct l. ContainerPetails
<code dode="Item Code of Container as Manufactured Product”
codgSystem="Item Code System”/>
<ingredlient><!-- Material / Alternate Material --></ingredient>
<part>k!-- Package Component -->

<partProduct>

<asSpecialisedKind>

<geperalisedMaterialKind>
<cdde code="Package Component Type Code” displayName="Type Name”

fodeSystem="Code System (0ID)"/>

</ggneralisedMaterialKind>
</asYpecialisedKind>
<ingiedient><!-- Material / Alternate Material --></ingredient>

C.3 Pagkaged Medicinal Product

User guiglance See description below.
Conformance Mandatory

A definitipve “outer” package to a packaged Medicinal*Product shall be assigned a PCID. Layers| of
intermediate packaging may be represented withini\the same manufactured item. There shall be gne
packaged Medicinal Product with PCID for each agailable packaging variant.

EXAMPLE[lL  Capsules of amoxicillin 250 mg-available in a bulk bottle of 1 000 or in a carton of three blidter
packs eachlholding 10 capsules. In the ISO model), this is represented as:

— Medicinal product: MPID#1 (pharmaceutical product: amoxicillin 250 mg capsule)
— Hackaged Medicinal Product PCID#1

— 1 x package item:.boftle

—1 000 x mamifactured item: amoxicillin 250 mg capsule

— Hackaged Medieinal Product PCID#2

— 1 x package item: carton

—\3%x package item: blister pack

— 10 x manufactured item: amoxicillin 250 mg capsule

NOTE ALGEhin tha avaranla thnrn 1o anlyy apn din Af oo fanbind tbny tho cpaagiaillig JEN o canc 1
Within-the-example—thereisonly one typeof- manufacturedttemtheamoxietlin 250-mg—eapsile,

which is identical whether packaged into the bottle of 1 000 or the blister pack of 10.

HL7 SPL serialises packaging data by beginning with the single manufactured item (i.e. the amoxicillin
250 mg capsule), and then listing each direct packaging variant as nested elements named <asContent>,
indicating that the mentioned element exists as the content of a container/packaged product. In turn,
the container/packaged product may exist as the content of an outer container/packaged product. HL7
SPL lists every manufactured item only once, and then enumerates all the packaging variants as a tree
from the inner-most to the outer-most package.

— Manufactured item: amoxicillin 250 mg capsule

— as contentin qty 1 000 of package item: bottle
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— as contentin qty 10 of package item: blister pack
— as content in qty three of package item: carton

Every path through this tree of packaging variants may be called a “container lineage”, in this case,
there are two container lineages:

— as contentin qty 1 000 of package item: b

— as contentin qty 1 000 of package item: b

1 111 1 1 1 LI ol | 1.1 1 1 L | 1.1 1
Thet C WOUIU DC LITEC PACLRAgC IIICAdECS 11 LIIC DIISLET PDACKS WETE dISU avdlldDIC S€PdIAdlCly.

— as contentin qty 1 000 of package item: bottle
— as content in qty 10 of package item: blister pack

— as content in qty 10 of package item: blister pack, as content in qty thrée of package it¢m: carton

The ISO 11615 model would then be:

— | Medicinal product: MPID#1 (pharmaceutical product: amoxicillin-Z50mg capsule)
— Packaged Medicinal Product PCID#1
— 1 x package item: bottle
—1 000 x manufactured item: amoxicillin 250 mg capsule
— Packaged Medicinal Product PCID#2
— 1 x package item: carton
— 3 x package item: blister pack
— 10 x manufactured item: amoxicillin 250 mg capsule
— Packaged MedicinalPreduct: PCID #3
— 1 x package.item: blister pack
— 10 manufactured item: amoxicillin 250 mg capsule

Thee PCID may be the item code of the outer-most package and each such lineage is represented as one
patkaged Medieinal Product.

In summary, whenever a container packaged product has an item code, it would be considered both
a gackage item and a packaged Medicinal Product with the PCID representing the package item code.
WhetVthere is no package item code, the element represents a package item only, not a|packaged
Medicinal Product.

EXAMPLE 2  Packaged Medicinal Products:

— Medicinal product: MPID#1 and manufactured item, amoxicillin 250 mg capsule
— ascontentin qty 1 000 of package item: bottle, packaged Medicinal Product: PCID#1
— as content in qty 10 of package item: blister pack

— as content in qty three of package item: carton, packaged Medicinal Product: PCID#2
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C.3.1 PCID

User guidance The unique identifier for the packaged Medicinal Product shall be provided.
Conformance Mandatory

<asContent>
<containerPackagedProduct><!-- Packaged Medicinal Product -->
<code code="PCID Item Code” codeSystem="Item Code System OID"/>

C.3.2 P;Lckage description

User guiflance A textual description of the packaged Medicinal Product shall be provided.
Conformance Mandatory

<asContert>
<containgrPackagedProduct><!-- Packaged Medicinal Product -->
<code cqde=“PCID Item Code” codeSystem="Item Code System OID"/>
<desc>Hackage Description</desc>

C.3.3 Batch identifier

User guiglance Identification number assigned to a particular quantity or lot of material from 3
single manufacturer shall be provided:

Conformjance Mandatory

C.3.3.1 BAID1

User guiglance The BAID 1 as describediin ISO 11615 and within this document appears on the
outer packaging of a specific batch of the Medicinal Product. Since there will be
many different batches of any one packaged Medicinal Product, the cardinality pf
the relationship between the packaged Medicinal Product and the batch identifjer
is given as 1.(*)In situations where a packaged Medicinal Product contains mor¢
than one manufactured item and/or includes a device, this batch number refers
to the en@given on the outermost packaging.

Conformiance Mandatory

A batch of lot is a bulk-instance of a product. The batch has existence regardless of packaging. Batches
are subdiyided and/combined. In a normal production activity for a finished drug product multiple
ingredient lotsare combined to create a fill lot which may then be subdivided into final container lofs.

Batch or lptidentification is connected to the product (not to the container), either the main product

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct>
<instanceOfKind>

or a part

<part>
<partProduct>
<instanceOfKind>
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the instance of kind element has the following levels:

<instanceOfKind>
<productlnstance><!-- Fill Lot -->
<id root="0id” extension="BAID2"/>
<ingredient><!-- ingredient batch --></ingredient>
<asMember>
<groupProductlnstance><!-- Final Container Lot -->
<id root="0id” extension="BAID1"/>
<expirationTime>
<high value="Expiration Date”/>
</expirationTime>
<asContent>
<container>
<code code="PCID” codeSystem="Code System (OID)"/>
</container>

C.3.3.2 BAID2

User guidance The BAID 2, as described in ISO 11615 and within this.document, appeai|s on the
immediate packaging in a multi-level package presentation.

Conformance Conditional

C.3.3.3 Expiration date

User guidance The expiration date for the batch shall be specified.
Conformance Mandatory

<instanceOfKind>
<productlnstance>
<id../>
<expirationTime>
<high value="Expiration Date’/>
</expirationTime>
</productinstance>

C.3.4 Package item (container)

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

If they are of the same kinds, it shall be represented using the as content}/contain-
er packaged product elements.

Cgnformance Mandatory

<l-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Manufactured Item -->
<asContent><!-- Immediate Package Item -->
<quantity><!-- Packaged Quantity --></quantity>
<containerPackagedProduct>
<code code="Package Item Code” codeSystem="Item Code System OID"/>
</containerPackagedProduct>
</asContent>
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If they are of different kinds, they are represented by defining a kit product with parts.

<document
<compone

<!-- SPL header -->

>
nt><structuredBody><component><section>...

<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Package Item (co-package), Kit -->
<formCode code="C47916” displayName="KIT”
codeSystem="2.16.840.1.113883.3.26.1.1"/>

<part>
<quahtity><!-- Part Quantity --></quantity>
<parfProduct><!-- One Part Manufactured Item --></partProduct>
</par{>
<part}
<quahtity><!-- Part Quantity --></quantity>
<parfProduct><!-- Other Part Manufactured Item / Device --></partProduct>
</par{>
There shall be one packaged item for each distinct kind of packaged item in a4packaged MediciIal
Product. [The number (quantity) shall be given in the instance there are more than one identical
packaged|items. More detailed descriptions in related classes shall be relatedto the single item only
Where a packaged item contains a further package, packaged item shall be nested to provide the
correct representation.
<!-- SPL hepder -->
<document}>
<compongnt><structuredBody><component><section>...
<subjects
<l-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct><!-- Manufactured Item -->
<asCoptent><!-- Immediate Package Item -->
<quahtity><!-- Packaged Quantity --></quantity>
<containerPackagedProduct>
<code code="Package Item Code” codeSystem=“Item Code System OID"/>
<as(ontent><!-- Intermediary Package Item/(if any) -->
<qyantity><!-- Packaged Quantity -->g/quantity>
<cdntainerPackagedProduct>
<dode code="Package Item Code”'codeSystem="[tem Code System OID"/>
<gsContent><!-- Outer Package Jtem (if not the same as immediate) -->
<quantity><!-- Packaged Quaritity --></quantity>
<containerPackagedPrdduct>
<code code="Package-item Code” codeSystem="Code System OID"/>
EXAMPLE[L A Medicinal Product presented as a packaged Medicinal Product with a single packagg, a
bottle confaining an-okal solution (no outer box), will have a single package item (related directly to a single

manufactufred item).
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<l-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Manufactured Item / Medicinal Product -->
<code code="MPID Item Code” codeSystem="Item Code System OID"/>
<formCode code="C42986" displayName=“"SOLUTION”"
codeSystem="“2.16.840.1.113883.3.26.1.1"/>
<asContent><!-- Only Package Item / Packaged Medicinal Product -->
<containerPackagedProduct>
<code code="PCID Item Code” codeSystem="Item Code System OID"/>
<formCode code="C43169” displayName=“BOTTLE”
codeSystem=2.16.840.1.113883.3.26.1.1"/>
</containerPackagedProduct>
</asContent>
</manufacturedProduct>

EXAMPLE 2 A Medicinal Product presented as a packaged Medicinal Product with an outer patkage with
immediate packaging, a box of two blister sleeves each containing 20 capsules, will be representefl as multi-
level package items; the parent package item to describe the box and the Thild packaged item to describe the
blister (the latter then related to the manufactured item) - in SPL, the “parent” is the manufactured item and the
pagkages nested from inner to outer level.

<li- SPL header -->
<document>
component><structuredBody><component><section>.,.
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Manufactured Item / Medicinal Product -->
<code code="MPID Item Code” codeSystem="Item Code System OID"/>
<formCode code="C25158" displayName="CAPSULE”
codeSystem="2.16.840.1.113883:3.26.1.1"/>
<asContent><!-- Immediate Package Item -->
<quantity><numerator value=“20" unit="1"/></quantity>
<containerPackagedProduct>
<formCode code="C43168" displayName="BLISTER PACK”
codeSystem="2116.840.1.113883.3.26.1.1"/>
<asContent><!-- Quter Package Item / Packaged Medicinal Product -->
<quantity><numerator value="2" unit="1"/></quantity>
<containerPackagedProduct>
<code cede="PCID Item Code” codeSystem="Item Code System OID"/>
<formCode code="C43178” displayName="“BOX”
codeSystem="2.16.840.1.113883.3.26.1.1"/>

A

EXAMPLE3 A carton containing 4 vials of solution for injection, will have two recursed package items; the
parent package item to describe the carton and the child packaged item to describe the blister or the vial (the
latterthen related to the Manufactured H'r-\m) in SPI. the "pgrr-\nf" is the manufactured item and th packages

nested from inner to outer level.
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Manufactured Item / Medicinal Product -->
<code code="MPID Item Code” codeSystem="Item Code System OID”/>
<formCode code="C42945” displayName="INJECTION, SOLUTION”
codeSystem="2.16.840.1.113883.3.26.1.1"/>
<asContent><!-- Immediate Package Item -->
<qultntity><numerator value="1" unit="ml”/></quantity>
<comtainerPackagedProduct>
<fgrmCode code="“C43226" displayName="VIAL"
codeSystem="“2.16.840.1.113883.3.26.1.1"/>
<agContent><!-- Outer Package Item / Packaged Medicinal Product -->
<quantity><numerator value="4" unit="1"/></quantity>
<dontainerPackagedProduct>
code code="PCID Item Code” codeSystem="Item Code System OID"/>
formCode code=“C43182” displayName=“"CARTON”"
codeSystem="2.16.840.1.113883.3.26.1.1"/>

FANEAY

EXAMPLER A Medicinal Product “kit” presented as a packaged Medicinal Product with an outer package
containing|more than one type of content, for example, a box containing a fube (of cream) and a blister slegve
containing|a tablet, will have a recursed parent package item to describe€he*box and two child packaged itgms
to describg the tube and the blister (each then related to an manufactared item) - in SPL a Kit is considered a
manufactuFed item by itself, independent of its packaging, and it has two manufactured items as parts, and each

of the thre¢ manufactured items (the kit and the two different parts)also have package specifications:

<!-- SPL header -->
<documerft>
<component><structuredBody><component><sections.
<subject>
<!-- CPM body -->
<manufacturedProduct>

<manyifacturedProduct><!-- Kit Manufactured Item / Medicinal Product -->
<codg code="MPID Item Code” codeSystem="Item Code System OID"/>
<forthCode code=“C47916” displayName="KIT”

codeSystem="2.16.840.1.113883.3.26.1.1"/>

<parp>

codeSystem="2.16,840.1.113883.3.26.1.1"/>

« _n

<qupntity><numeratetvalue=“5" unit="g”"/></quantity>
<partProduct><!-- Bast Manufactured Item -->
<fogrmCode code="€28944” displayName="CREAM”
codeSystem="2.16.840.1.113883.3.26.1.1"/>
<agContent>%!-- Part Package Item -->

“w_n

<quantity><numerator value="5" unit="g”/></quantity>
<donitainerPackagedProduct>

C FalRgn | | “eA270.4” A8 1 AL drpyrypo
TUTINUUUT LUUT= U4 7 77 UlopldyINalllC="1UDL

codeSystem="2.16.840.1.113883.3.26.1.1"/>

</containerPackagedProduct>
</asContent>
</partProduct>
</part>
<part>
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<quantity><numerator value=“1" unit="1"/></quantity>
<partProduct><!-- Part Manufactured Item -->
<formCode code="C42998” displayName="“TABLET”
codeSystem="2.16.840.1.113883.3.26.1.1"/>
<asContent><!-- Part Package Item -->

<quantity><numerator value=“1" unit="1"/></quantity>
<containerPackagedProduct>
<formCode code="C43168" displayName="BLISTER PACK”
codeSystem="2.16.840.1.113883.3.26.1.1"/>
</containerPackagedProduct>

L ral i s
7 ASCOTICCITT

</partProduct>
</part>
<part>
<asContent><!-- Outer Package Item / Packaged Medicinal Product -->
<quantity><numerator value="1" unit="1"/></quantity>
<containerPackagedProduct>
<code code="PCID Item Code” codeSystem="Item Code System OID"/>
<formCode code="“C43178” displayName="“BOX”

C.3.4.1 Package item (container) type

User guidance “Package Item (Container) Type” describes‘the physical type of the contdiner of
the medicine in accordance with ISO 14239 and its resulting terminology. A term
and a term identifier shall be specified.

Cgnformance Mandatory

<asContent>
<containerPackagedProduct>
<formCode code="Package Item (Container) Type Code”
displayName="“Package Type Namie";
codeSystem="Package Type Code-System (OID)”"/>

C.3.4.2 Package item (container) quantity

User guidance The quantity (or count number) of the package item should be described

NOTE Because the package item class recurses to describe containers within
containers, the first (outermost) container will always have a quantity of “1”. This
note does not apply to SPL, where the quantity is a property of the contajner-con-
tent-relationship, and because the outermost package item is not contairjed in
anything else, no quantity need to be stated.

Confermance Mandatory

<asContent>
<quantity>
<numerator value=“Package Item (Container) Quantity”
unit=“Quantity Unit"/>
<denominator value="1" unit="1"/>
</quantity>
<containerPackagedProduct>

Quantity is always represented as numerator and denominator. The numerator is the amount of content
and the denominator the number of containers. With packaging specification, the denominator shall
always be one (1) (i.e. the numerator contains the quantity of content in one (1) container). Because of
this, the denominator tag is usually omitted for brevity in the aforementioned XML snippets.
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The numerator quantity unit shall be commensurate to the type of content. In all but inner packages, it
is always “1” (i.e. the quantity of inner content-packages is simply counted). However, in inner packages
the numerator quantity unit should be the same as the unit of the denominator of the strength.

NOTE If the manufactured item is a countable (“each”), such as tablet, capsule, etc., then the unit is also “1”.

If the manufactured item is measured by volume (millilitre, ml) or by mass (gram, g), then the inner
package quantity numerator unit shall also be ml or g, respectively.

For part quantities, the format is similar:

<party
<quaptity>
<nufnerator value="Package Item (Container) / Manufactured Item Quantity”
unit="Quantity Unit"/>
<depominator value="1" unit="1"/>
</quantity>
<parfProduct>

C.3.4.3 Material

User guiglance The material of the packaged item shall be describeddmaccordance with
[SO 11238 and its resulting terminology as applicablé)'A controlled term and a
term identifier shall be specified

Conformance Mandatory

The contaliner is described in itself as a manufactured product:

<!-- SPL hepder -->
<documentp>
<compongnt><structuredBody><component><section>...
<subject3
<!-- CPM body -->
<manufjcturedProduct><!-- Container as Manufactured Product -->
<code dode="Item Code of Container as Manufactured Product”
codg¢System="Item Code System”/>
<ingredlient classCode="INGR”><!-- Material -->
<ingr¢dientSubstance>
<cod¢ code="Material Code” codeSystem="Code System (OID)"/>
<nanje>Material Name</name>

The package item is a specialisation of a container described as a manufactured product within the
item code

<asCoptent><!-- Pagkage Item -->
<confainerPackagedProduct>
<as§pecialisedKind>
<gdneralisedMaterialKind>
<dodé code="Item Code of Container as Manufactured Product”
codeSystem="Item Code System”/>

All the other details about the container are described in the element for the “Container as a
Manufactured Product.”

C.3.4.4 Alternate material

User guidance The alternate material of the packaged item shall be described in accordance
with [SO 11238, and its resulting terminology as applicable. A controlled term
and a term identifier shall be specified.

Conformance Conditional
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<l-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct><!-- Container as Manufactured Product -->
<code code="Item Code of Container as Manufactured Product”
codeSystem="“Item Code System”/>
<ingredient><!-- Material --></ingredient>
<ingredient classCode="INGR”><!-- Alternate Material -->
<ingredientSubstance>
<code code="Alternate Material Code” codeSystem=" Code System (OID)"/>
<name>Alternate Material Name</name>
</ingredientSubstance>
</ingredient>

C.3.5 Data carrier identifier

User guidance Data carrier identifiers such as barcodes can be presented at each packaging
level. Regulatory requirements can specify the data‘carrier(s) to be utilised. The
data carrier identifier should be specified as required. The data carrier identifica-
tion system itself should be specified using ahvappropriate identification| system.
The individual value from the identificatief system that applies to the packaged
Medicinal Product and each package leyel'should be specified.

Conformance Optional

<asContent><!-- Package Item -->
<containerPackagedProduct>
<asldentifiedEntity>
<id extension="Data Carrier Identifier;
root="Data Carrier Id System (OID)"/>,

C.3.5.1 (Data carrier identifier) code system

User guidance The code“describing the data carrier is specified using an appropriate controlled
tegminology.
EXAMPLE Data carrier identification code system: GTIN.
Conformance Mandatory
<jubject@f>
kcharacteristic>

<code code="Data Carrier Code” codeSystem="Code System (0ID)”
displayName="Name of Characteristic”/>

C.3.5.2 (Data carrier identifier) value

User guidance The individual value of the data carrier is specified.

Conformance Mandatory

C.3.6 Package (component)

User guidance See below.
Conformance Mandatory
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Any part of the packaging of a packaged Medicinal Product can be further described using the package
(component) class. The description can be of a complete container or a part of a container, such as a
closure.

To describe details about the container, the container is described in itself as a manufactured product,
here with any number of parts, each of which has a container part nomenclature code and substances to
describe their material.

<!-- SPL header -->
<document>
<component><structuredBody><component><section>
<subject3
<!-- CPM body -->
<manuffcturedProduct><!-- Container as Manufactured Product -->
<code dode="Item Code of Container as Manufactured Product”
codg¢System="Item Code System”/>
<part>k!-- Package Component -->
<partProduct>
<asSpecialisedKind>
<getperalisedMaterialKind>
<cdde code="Package Component Type Code” displayName="Type Name”
fodeSystem="Code System (0ID)"/>
</gdneralisedMaterialKind>
</asYpecialisedKind>
<ingiledient classCode="INGR”><!-- Material / Alternate Material -->
<ingredientSubstance>
<cdde code="Material Code” codeSystem="Code System (OID)"/>
<n3ame>Material Name</name>

The descriibed containers as a manufactured product with an item code of itself can be referenced as a
generalisgtion of the package item:

<asCoptent><!-- Package Item -->
<confainerPackagedProduct>
<as§pecialisedKind>
<gdneralisedMaterialKind>
<dode code="Item Code of Container as Manufactured Product”
codeSystem="Item Code System”/>

C.3.6.1 (Component type

User guiglance The type of' component whose material is being described should be specified,
using an-appropriate controlled vocabulary. The controlled term and the con-
trolledterm identifier shall be specified.

Conformiance Mandatory

<part>k!--"Package Component -->
<partProduct>
<asSpecialisedKind>
<generalisedMaterialKind>
<code code="Package Component Type Code” displayName="Type Name”
codeSystem="Code System (0OID)"/>

C.3.6.2 Component material

User guidance The material of the component can be specified. Materials shall be described in
accordance with ISO 11238 standard and its resulting terminology. A controlled
term and a controlled term identifier shall be specified as applicable.

Conformance Optional

90 © IS0 2017 - All rights reserved


https://standardsiso.com/api/?name=564bcf0a3b49307d8a5261971441959b

ISO/TS 20443:2017(E)

<part><!-- Package Component -->
<partProduct>
<ingredient classCode="INGR”><!-- Material -->
<ingredientSubstance>
<code code="Material Code” codeSystem="Code System (OID)"/>
<name>Material Name</name>

C.3.6.3 Component alternate material

User guidance Alternative materials for the component can be specified. Materials shal| be de-
scribed in accordance with 1SO 11238 standard and its resulting terminglogy. A
controlled term and a controlled term identifier shall be specified as apyglicable.

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

Caonformance Optional

A

part><!-- Package Component -->
fpartProduct>
<ingredient><!-- Material --></ingredient>
<ingredient classCode="INGR”><!-- Alternate Material -->
<ingredientSubstance>
<code code="Alternate Material Code” codeSystem="Code-System (OID)"/>
<name>Alternate Material Name</name>

Thie element is repeated as necessary.

C.3.7 Shelflife/storage

User guidance The shelf life and'storage information shall be described using the attributes of
the shelf life/storage class.

NOTE Fhe'shelflife and storage information for a package item (contairjer) can
be described using the shelf life/storage class.

Cgnformance Conditional
<shibject>
<-- CPM bedy,*->
<dmanufaeturedProduct>

<manufacturedProduct><!-- Medicinal Product -->
<asContent><!-- Packaging -->
<containerPackagedProduct>
<asManufacturedProduct>
<subjectOf>
<storage>
<code code="Shelf Life Type Code” codeSystem="Code System (OID)"/>
<effectiveTime>
<width value=“Shelf Life Time Period (Number)” unit="Time Unit"/>
</effectiveTime>
<controlVariable>
<storageCondition>
<code code="Storage Condition Parameter Code” codeSystem="Code System (0ID)” displayName="Display Name”/>
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C.3.7.1 Shelflife type

<!-- CPM body -->

<subjectOf>
<stprage>

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

Conformance Mandatory

<subject>

<manufadturedProduct>
<manuficturedProduct><!-- Medicinal Product -->
<asContent><!-- Packaging -->
<contginerPackagedProduct>
<asMlanufacturedProduct>

<dode code="Shelf Life Type Code” codeSystem="Code System (OID)"/>

C.3.7.2 $phelflife time period

<!-- CPM body -->

<subjectOf>
<stprage>

User guiglance The shelf life time period can be specified using as an interval of physical
quantities. The unit of measure symbol and.the symbol identifier as defined in
[SO 11240 standard and its resulting controlled vocabulary shall be specified.

Conformjance Mandatory

<subject>

<manufadturedProduct>
<manuficturedProduct><!-- Medicinal Product.-->
<asConftent><!-- Packaging -->
<contginerPackagedProduct>
<asMjanufacturedProduct>

<dode code="Shelf Life TypeyCode” codeSystem="Code System (OID)"/>
<dffectiveTime>

qwidth value="Shelf'Life Time Period (Number)” unit="Time Unit"/>
</effectiveTimex

EXAMPLE[L  Three years unopened:

<subject>

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<asContent><!-- Packaging -->
<containerPackagedProduct>
<asManufacturedProduct>
<subjectOf>
<storage>
<code code="“Code for ‘Unopened” displayName="Unopened” codeSystem="Code System (OID)"/>
<effectiveTime xsi:type=“PQ">
<width value="“3" unit="a"/>
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<
<

<subject>

l-- CPM body -->
manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<asContent><!-- Packaging -->
<containerPackagedProduct>
<asManufacturedProduct>

<subjectOf>
<storage>
<code code="“Code for ‘Opened”” displayName="Opened” codeSystem="Code System (OID)"/>
<effectiveTime xsi:type="PQ”">
<width value="28" unit="d"/>

C.3.7.3 Special precautions for storage
User guidance Special precautions for storage, if any, can be specified using an approprjate con-
trolled vocabulary. The controlled term and the eontrolled term identifig¢r shall
be specified.
Cgonformance Conditional
<fubject>

JANAY

I-- CPM body -->
manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<asContent><!-- Packaging -->
<containerPackagedProduct>
<asManufacturedProduct>
<subjectOf>
<storage>
<code code="Shelf Life Type Code*.codeSystem="“Code System (0ID)"/>
<effectiveTime>
<width value="Shelf Life Timeée Period (Number)” unit="Time Unit”"/>
</effectiveTime>

<controlVariable>
<storageConditioh>
<code code="Storage Condition Parameter Code” codeSystem="Code System (0OID)” displayName="Display

Name”/>

C.3.8 Devigce

User guidance Medicinal products may be authorised with accompanying devices. Devices may
be of several types (see below in device type), such as separate administfration
devices, an integral administration device or a part of a Medicinal Produict.
Where a Medicinal Product is combined with a medical device and where the
pharmacological, immunological or metabolic action should be considered as the
principal mode of action, the medical device is presented as part of the pharma-
ceutical product.

Conformance Conditional
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<part>

<!-- Device -->

<code code="Device Type (Role) Code” displayName="Device Type Name”
codeSystem="Device Type (Role) Code System (0ID)"/>

<quantity><!-- Part Device Quantity --></quantity>

<partProduct>

<name>Device Trade Name</name>
<asldentifiedEntity>
<id extension="Device Listing Number” root="Number System (0OID)"/>
<code cqde="Fixed-Code Hu:uuhly “Bevice Ll'au.ug Nommber LuchyaLclu—"lr'iAt:u' Cote Sybu:m (GI'D)”/I
</asldentifiedEntity>
<asldentifiedEntity>

<id extehsion="Model Number” root=" Code System (0OID)"/>
<code qode="C99286” displayName="Model Number” codeSystem=" Code System (0ID)"/>
</asldentifiedEntity>
<asSpecjalisedKind><!-- Device Nomenclature -->
<generplisedMaterialKind>
<code|code="Nomenclature Term Code” displayName="Term Name”

codeSystem="Nomenclature Coding System (0OID)"/>
</generalisedMaterialKind>

</asSpefialisedKind>

<ingred|ent>
<l-- Deyice Material / Alternate Material / Allergene -->
</ingredient>

</partPqjoduct>

<subjectPf>
<charadteristic>

<l-- Stgrility / Sterilisation Required Indicator -->
<l-- Dgvice Usage -->
<!-- Phlysical Characteristics -->
<l-- Other Characteristics -->
<code fode="“Characteristic Code” codeSystem="Code System (0ID)"/>
<value|xsi:type="Value Type” ... /><!-- Characteristic\Value (Various Attributes)-->

C.3.8.1 Device type

User guiglance The type of Device'shall be specified using an appropriate controlled vocabulary.
The controlled\term and the controlled term identifier shall be specified.
Conformjance Mandatory
<party

<cod¢ code="Device Type (Role) Code” displayName="Device Type Name”
coldeSystem<=“Device Type (Role) Code System (0OID)"/>
<par{Produet><!-- Device -->

C.3.8.2 Devicetradename

User guidance This can be used to specify the trade name of the device, where applicable.

Conformance Conditional

<part>
<partProduct><!-- Device -->
<name>Device Trade Name</name>
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C.3.8.3 Device quantity

:2017(E)

User guidance The quantity of the device shall be recorded here, using a physical quantity <PQ>
datatype (with a denominator of “1 unit”).
Conformance Mandatory
Example(s) — A pack containing 5 sterile pre-injection swabs: Quantity = 5
— A pack containing a single 5ml medicine spoon: Quantity = 1
<part>
<quantity><!-- Device Quantity -->
<numerator value="Device Quantity” unit="Quantity Unit"/>
<denominator value=“1" unit="1"/>
</quantity>
<partProduct>
The numerator unit is usually 1 because most devices are countable. Heivever, some devicgs may be
coptinuous, such as tapes, tubes, or patches, which may be quantified by length (cm) or covered 4rea (cm?2).
C.3.8.4 Device listing number
User guidance This can be used to specify the listingstumber of the device, where applicable,
in text.
Cgnformance Conditional
<part>
<partProduct><!-- Device -->
<asldentifiedEntity>
<id nullFlavor=“NI" extension="Device-Eisting Number”“/><!-- Number is a string, so use nullFlavor -->
<code code="Fixed Code meaning ‘Deviee Listing Number” codeSystem="Fixed Code System (0ID)"/>
C.3.8.5 Device identifier
User guidance This can be used to specify the device identifier per regional requirements
NOTE This device identifier shall be the unique device identifier should|UDI be
mandated in a particular region.
Conformance Conditional
<part>
JpartProduct><!-- Device -->
<asldentifiedEntity>
<id extension="Device Identifier” root="Code System (0ID)"/>
<code code="C99286" displayName="Device Identifier (Unique)” codeSystem=" Code System (OID)"/>

C.3.8.6 Model number

User guidance This can be used to specify the device model or reference number, where applica-
ble, in text.
Conformance Conditional
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<part>
<partProduct><!-- Device -->
<asldentifiedEntity>

<id nullFlavor=“NI" extension="Device Listing Number”“/><!-- Number is a string, so use nullFlavor -->
<code code="C99286" displayName="Model Number” codeSystem=" Code System (0OID)"/>

C.3.8.7 Sterility indicator

idanco hacchallba nend +o connif i fdbn davzicn tc o lind oo ol icin g oo o o
User guidanee Thisshal-beused-tospecHyHthedevicetssupphedassterieusinearrapproph-
ate controlled terminology. The controlled term and the controlled term ideptif]-
er shall be specified.
Conformiance Conditional

The most jmportant indication is about whether the device is intended for sterile use:

<part>
<partProduct><!-- Device --></partProduct>
<subject(f>
<characgeristic><!-- Sterility Indicator -->
<code dode="Sterility Indicator Characteristic Code” codeSystem="Code System (OID)/>
<value [ksi:type="“CV” code=" Sterility Indicator Code” codeSystem="Code System (OID)"/>

Example:

<part>
<partPfoduct><!-- Device --></partProduct>
<subjeqtOf>
<charqcteristic><!-- Sterility Indicator -->
<cod¢ code="SPLSTERILEUSE” codeSystem="2.16.840.1.113883.1.11.19255"/>
<valye xsi:type="CV” code="Code meaning ‘Sterile” codeSystem="2.16.840.1.113883.3.26.1.1"
displayName="sterile”/>

Every sterile product will be inside at least/an inner sealed package, for which see below, sterilisatjon
requiremg¢nt indicator.

C.3.8.8 Spterilisation requirement indicator

User guiglance Wherge'applicable, this can be used to specify if the device shall be sterilised
beforése based on an appropriate controlled terminology. The controlled term
anid-the controlled term identifier shall be specified.

Conformjance Conditional

If a devicq is nopsterile in a package, but is intended for sterile use, then sterilisation is required. This
need not he-stated, but may be stated specifically at the level of the packaging:

<part>
<partProduct><!-- Device -->
<asContent>
<containerPackagedProduct><!-- Device Package --></containerPackagedProduct>
<subjectOf>

<characteristic><!-- Sterilisation Requirement Indicator -->
<code code=“SPLHYG” codeSystem="2.16.840.1.113883.1.11.19255"/>
<value code="Code for ‘to be sterilised”
codeSystem="2.16.840.1.113883.3.26.1.1"
displayName="to be sterilised” xsi:type=“CV”/>
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C.3.8.9 Device usage

User guidance This can be specified, where the number of times of use of the device is defined in
the regulated product information. An appropriate controlled terminology shall
be applied and the controlled term and the controlled term identifier specified.

Conformance Conditional

<part>

fpartProduct><!-- Device --></partProduct>
fsubjectOf>

<characteristic><!-- Device Usage -->
<code code="Device Usage Characteristic Code” codeSystem="Code System (OID)"/>
<value value="1" xsi:type="INT"/>

Ex

hmple:

bart>

fpartProduct><!-- Device --></partProduct>
fsubjectOf>

<characteristic><!-- Device Usage -->
<code code="SPLUSE” codeSystem="2.16.840.1.113883.1.11.19255"/>
<value value="1" xsi:type="INT"/>

SP
thg

Or

LUSE specifies how often a product may be re-used. Typical values are 1 for single use (as
“positive infinity” to mark unlimited uses.

if the usage is coded instead of purely numeric:

above) or

bart>

fpartProduct><!-- Device --></partProduct>
fsubjectOf>

<characteristic><!-- Device Usage -->
<code code="Device Usage CharacteristicCode” codeSystem=“2.16.840.1.113883.1.11.19255"/>
<value xsi:type="CD” code="Device Usageas a code” codeSystem="Code System OID"/>

A

C.3.9 Device nomenclature
Uger guidance Thereare a variety of nomenclature systems available to identify devicef. This
structure supports the description of the device in these nomenclature dystems.
Cgnformance Conditional
<part>

partProduct><!-- Device -->
<asSpecialisedKind><!-- Device Nomenclature -->
<generalisedMaterialKind>

<code code="Device Nomenclature Value (Term Code)” displayName="Term Name”
codeSystem="Device Nomenclature Code System (0OID)"/>
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C.3.9.1 (Device nomenclature) code system

User guidance

The device nomenclature system shall be specified using an appropriate identifi-
cation system.

NOTE The Unique Device Identifier (UDI) is an example of device identifica-
tion system developed by the International Medical Device Regulators Forum
(IMDRF) to address global identification of a medical device. If a regional author-
ity chooses to implement the UDI standard, it can be captured within the Device
Nomenclature Class.

cXxample: unique Device ldentirier (UDI)

User guidance: An identifier that unambiguously identifies a device through its
distribution

Conformance: Optional

Although this category is optional, the listed conformance withinthe user guid-
ance of this subclause corresponds to regions who shall mandate the UDI categ¢-
ry in accordance with the IMDRF standards as applicable.

Device Identifier (DI):

User guidance: Device Identifier (DI): a mandatory, fi%ed portion of a UDI that
identifies the specific product number of a devicedand the labeller of that device
for Medtronic products, this is the GS1 Global Ttade Item Number (GTIN).

Conformance: Optional

Although this category is optional, the listed conformance within the user
guidance of this subclause corresponds.to regions who shall mandate the device
category in accordance with the IDMP standards as applicable.

If a Unique Device Identifier (UDI}is mandated in a particular region, the devic¢
identifier shall be the UDI in within the device classification.

Production Identifier (PI)s

User guidance: Production Identifier (PI): A conditional, variable portion of a UDI
that identifies one or more of the following when included on the label of the devige:

— the lot or batch within which a device was manufactured;
— the serialmumber of a specific device;

— the éxpiration date of a specific device;

— <«he‘date a specific device was manufactured;

= for an HCT/P regulated as a device, the distinct.
Conformance: Optional

Although this category is optional, the listed conformance within the user guid
ance of this subclause corresponds to regions who shall mandate the UDI categg

ry i accordance with the IMDKF standards as applicable.

Conformance

Mandatory

<part>

<partProduct><!-- Device -->
<asSpecialisedKind><!-- Device Nomenclature -->
<generalisedMaterialKind>
<code code="Device Nomenclature Term Code” displayName="Term Name”
codeSystem="Device Nomenclature Code System (0OID)"/>
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C.3.9.2 (Device nomenclature) value

User guidance The term for the device from the specified nomenclature system shall be specified.
Conformance Mandatory
<part>

<partProduct><!-- Device -->
<asSpecialisedKind><!-- Device Nomenclature -->
1. kv s radlla <l
SCIICI dIIoOCTUIVIAdLUT IAdTINTIIU
<code code="Device Nomenclature Value (Term Code)” displayName="Term Name”
codeSystem="Device Nomenclature Code System (0ID)"/>

C.3.10 Device batch identifier

User guidance This class can be used to describe the batch number and /orexpiry date ¢f a de-
vice in a packaged Medicinal Product.
Cgnformance Conditional

C.3.10.1 Batch number

User guidance The batch number for the device shall béspecified, in text.
Conformance Mandatory
<part>

<partProduct><!-- Device -->
<instanceOfKind><!-- Batch Number -->
<productInstance>
<id root="Root with MPID Suffix”
extension="Lot Number”/>
</productinstance>

ThE lot or batch number is in the'id @extension attribute; however, all identifiers shall be made globally
unjque by adding an appropriate root composed from the PCID of the product. This shall be dpne by the
following algorithm.

Take a base root QIlDjfor example, “1.3.6.1.4.1.32366.1.2.10.” (2) append the PCID converted into a
defimal number. Forinstance, if the PCID is “0002-023-45", the conversion into a decimal number yields
20P345. More precisely, any PCID format which is a pure digit string is converted by using only that
strjing, stripping leading zeroes and any spacing and decorator characters. This is predicated on the
PCID systemuaot to have meaning in leading zeroes (if some system does have meaning in leading zeroes,
pldce a ‘¥ immediately before.) Replace letter characters, A-Z (case insensitive), with 901 for|A, 902 for
B, P03 for C, ... 910 for ], 911 for K, etc. In that case, write an actual digit 9 as 99. For example, “1234-
920-E5” would hecome: “12349929019035” These rules allaws any computer system to aut )matica]ly
convert a product PCID as printed on the product barcode into a globally unique OID root. This method
(or an equivalent method of constructing a unique OID for the PCID) is the only way to create proper lot
identification which supports pooling of data.

C.3.10.2 Expiration date

User guidance The expiry date for the batch shall be specified.
Conformance Mandatory
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<i

<part>
<partProduct><!-- Device -->
<instanceOfKind><!-- Batch Number -->
<productlnstance>

d root="Root with MPID Suffix”
extension="Lot Number”/>

<expirationTime>
<high value="Expiration Date”/>
</expirationTime>
</productinstance>

C.3.11S
The shelf

elf life/storage

C.3.12 Manufacturer/establishment (organisation)

The manuy

(see H.2).

C.3.13 Manufactured item

life and storage information for a device can be described using the shelf life/storage cl
(see C.3.7).

facturer of the device can be described using the manufacturer/establishment set of clas

ASS

besS

C

<qua

User guiglance The manufactured item(s), as contained in the “Packaged Medicinal Product”,
shall be described. This is the actual manufactured item - the tablet, the liquid,
the cream contained within the package’ as it is delivered from the manufactui-
er but before any transformation if applicable for administration to or use by thie
patient.

Conformiance Mandatory

<!-- SPL hepder -->

<document}>

<component><structuredBody><component><secti0n>...
<subject;
<l-- CPM body -->
<manufjcturedProduct>
<manufacturedProduct><!-- Manufactured Item / Medicinal Product -->

<formCode code="C47916” displayName="KIT”

bdeSystem="2.16{840"1.113883.3.26.1.1"/>

<party<!-- If any parts’present, the Medicinal Product is a kit -->
<quahtity><!-- PanpQuantity --></quantity>
<parfProduct=%!-? One Part Manufactured Item --></partProduct>
</parf>
<part}
<quahtity><!-- Part Quantity --></quantity>
<par Praduct><!-- Qther Part Mam_fa_(;t_]_]_[;ed_[tem_'LD_evirp - I/pqrfprndnrf
</part>
<asContent><!-- Immediate Package Item -->

ntity><!-- Packaged Quantity --></quantity>

<containerPackagedProduct>
<code code="PCID Item Code” codeSystem="Item Code System OID">
<!-- presence of PCID indicates Packaged Medicinal Product -->
</code>
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C.3.13.1 Manufactured dose form

User guidance This describes the pharmaceutical dose form of the manufactured item, where
applicable, before reconstitution/transformation into the pharmaceutical prod-
uct. The manufactured dose form shall be specified in accordance with ISO 11239
and its resulting terminology. A term and a term shall be used.

NOTE A Medicinal Product can have two manufactured items, one with a
manufactured dose form of powder for solution for injection and the other with
a manufactured dose form of solvent for solution for injection. These are then to

baraconstitutad /fvﬂnanvmoA o L} nowwdor nnﬂ on’nnnf Fr\r 0nlnfrnn Fr\r 1n1 Ction
uuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuu TP OV e Ot vET G100ttt 1§

before the medlcme can be administered to a patient. Solutzonfor m]ectl( n is the
“Administrable Dose Form”, which is an attribute of “Pharmaceutical, Prgduct”.

Caonformance Mandatory

<!+ SPL header -->
<dpcument>
fomponent><structuredBody><component><section>...
fsubject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Manufactured Item -->
<formCode code=“C47916” displayName="KIT”
codeSystem="2.16.840.1.113883.3.26.1.1"/>
<part><!-- If any parts present, the Medicinal Product is a kit -*>
<quantity><!-- Part Quantity --></quantity>
<partProduct><!-- One Part Manufactured Item -->
<formCode code="Manufactured Dose Form” displayName="KIT”
codeSystem="2.16.840.1.113883.3.26.1.1"/>

A

or,|more simply, for simple finished dose form*products:

<!+ SPL header -->

<dpcument>

fomponent><structuredBody><component><section>...

fsubject>

<l-- CPM body -->

<manufacturedProduct>

<manufacturedProduct><*~Manufactured Item -->
<formCode code="Manufactured Dose Form code”

displayName=Manufactured Dose Form Name”
codeSystem=*Manufactured Dose Form Code System OID"/>

A

C.3.13.2 Unitof presentation

User guaidance This specifies the “real world” units in which the quantity of the manufaftured
item is described. The unit of presentation shall be specified in accordance with
1ISO0 11239 and its rncn]h'ng fnrminn]ngy The controlled term-andthe controlled

term identifier shall be specified.

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

Conformance Conditional
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<asContent>

<quantity>

<numerator value="Manufactured Item Quantity”
unit="Quantity Unit">
<translation code="Unit of Presentation Code”
codeSystem="Unit of Presentation Code System OID"/>

</numerator>
<denominator value=“1" unit="1"/>

</quantity>

<containerPackagedProduct>

C.3.13.3 Manufactured item quantity

User guiglance The quantity (or count number) of the manufactured item shall be deseribed. It
shall be specified as a value and units, and the units shall be specified as a sym-
bol and a symbol identifier as defined in ISO 11240/TS 20440 and.the resulting
terminology.

For solid dose forms and other items that are measured by ¢ounting integer
quantities, the unit for quantity shall be “unit” and the«<{anit of presentation” shall
be the item that is counted within the immediate container.

Conformiance Mandatory

In HL7 SPL, utilizing the UCUM terminology, the0 unit “U” for “Unit (of catalytic activity)” shall not|be
used; the meaning of the ISO 11615 text prescribing the usecof>“Unit” can only be understood as the
“unity”, which is the unit 1.

<asCoptent>
<quaptity>
<nujfnerator value="Manufactured Item Quantity”
unit="Quantity Unit"/>
<depominator value=“1" unit="1"/>
</quantity>
<containerPackagedProduct>

Quantity is always represented as numerator and denominator. The numerator is the amount of content
and the denominator the number.6f containers. With packaging specification, the denominator sHall
always bg one (1), i.e. the numerator contains the quantity of content in one (1) container. Becausq of
this, the denominator tag is omitted for brevity in the aforementioned snippets.

The numerator quantity,unit shall be commensurate to the type of content. In all but inner packageg, it
is always |'1”, i.e. the quantity of inner content-packages is simply counted. However, in inner packages,
the numerator quantity unit should be the same as the unit of the denominator of the strength. Thatis,
if the manufactured/item is a countable (“each”), such as tablet, capsule, etc., then the unit is also {17
if the manufactured item is measured by volume (millilitre, ml) or by mass (gram, g), then the inper
package qluantity numerator unit shall also be ml or g, respectively.

For part quantities, the format is similar:

<part>
<quantity>
<numerator value="Package Item (Container) / Manufactured Item Quantity”
unit="Quantity Unit”/>
<denominator value="1" unit="1"/>
</quantity>
<partProduct>
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C.3.14 Physical characteristics

The physical characteristics (height, width, depth, weight, shape, etc.) of the manufactured item can be
described using the physical characteristics class.

User guidance

Where applicable (see NOTE 2), its physical characteristics can be specified.

NOTE 1 The physical characteristics (height, width, depth, weight, shape, etc.) of
the package item (container) can be described using the physical characteristics

class. One or more images of the package item (container) can be also included as
applicable

NOTE 2 Physical characteristics can be applicable to package item (eontainer),
package (component), manufactured item and device.

Cgnformance

Optional

NOTE Although this category is optional, the listed conformance withir] the user
guidance of this subclause corresponds to regions who shall mandate thg physi-
cal characteristics category in accordance with the IDMP standards as applicable.

Physical size characteristics are of type physical quantity (PQ):

A

bubjectOf>
<characteristic>

<code code=“Characteristic Code” codeSystem="Code System (0OID)"/>
<value xsi:type="PQ” value="Quantity Value” unit="Quantity Unit">

The shape may be specified as:

<shbjectOf>
<fharacteristic>

fcode code="SPLSHAPE” codeSystem="2.16.840.1.143883.1.11.19255"/>
fvalue xsi:type="“ST”>Name of the Shape</value>

C.3.14.1 Height

User guidance

The heightican be specified. The unit of measurement shall be specified In accord-
ance with ISO 11240 and the resulting terminology. The symbol and the symbol
identifier'shall be used.

Conformance

Optional

A

bubjectOf>
<charactefistic>

<code code="Code meaning ‘Height”” codeSystem="“Code System (0ID)"/>
<value'xsi:type="PQ” value="Height Number” unit="“Length Unit">

C.3.14.2 Width

User guidance The width can be specified. The unit of measurement shall be specified in accord-
ance with ISO 11240 and the resulting terminology. The symbol and the symbol
identifier shall be used.

Conformance Optional

<subjectOf>
<characteristic>

<code code="Code meaning ‘Width” codeSystem="Code System (0OID)"/>
<value xsi:type="PQ” value="Width Number” unit="Length Unit”>
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C.3.14.3 Depth

User guidance The depth can be specified. The unit of measurement shall be specified in accord-
ance with ISO 11240 and the resulting terminology. The symbol and the symbol
identifier shall be used

Conformance Optional

<subjectOf>
<characteristic>
<code cpde=“Code meaning ‘Depth” codeSystem="Code System (0ID)"/>
<value xsi:type="PQ” value="Depth Number” unit="Length Unit”">

C.3.14.4 Weight

User guiglance The weight can be specified. The unit of measurement shall be-specified in
accordance with ISO 11240 and the resulting terminology. Phe-Symbol and the
symbol identifier shall be used.

Conformiance Optional

<subjectOf>
<charactferistic>
<code cpde=“Code meaning ‘Mass” codeSystem="Code System (0OID)"/>
<value xsi:type="PQ” value="Mass Number” unit="“Mass Unit">

C.3.14.5 Nominal volume

User guiglance Nominal value can be specified. The unit of measurement shall be specified in
accordance with ISO 11240-and the resulting terminology. The symbol and the
symbol identifier shall be used.

Conformiance Optional

NOTE This attribute pertains to liquid preparations (e.g. parenterals) and lig-
uid-filled solid’dosage forms)

<subjectOf>
<characteristic>
<code cpde="Codegmeaning ‘Nominal Volume™ codeSystem="Code System (0OID)"/>
<value xsi:type="RQ” value="Volume Number” unit="Volume Unit">

C.3.14.6 External diameter

User guidance The external diameter can be specified. The unit of measurement shall be speci-
fied in accordance with ISO 11240 and the resulting terminology. The symbol and
the symbol identifier shall be used.

Conformance Optional

<subjectOf>
<characteristic>
<code code="Code meaning ‘External Diameter” codeSystem="Code System (OID)"/>
<value xsi:type="PQ” value="Diameter Number” unit="Length Unit”>
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A special simplified case is the greatest external diameter (used routinely to specify oral solid dose
forms). This should always be specified in units of 1 mm (1 mm):

<subjectOf>
<characteristic>
<code code="SPLSIZE” codeSystem="2.16.840.1.113883.1.11.19255"/>
<value unit="mm” value="Diameter in mm” xsi:type="“PQ"/>

C.3.14.7 Shape

fcode code="“SPLSHAPE” codeSystem="2.16.840.1.113883.1.11.19255"/>
fvalue xsi:type="“ST”>Name of the Shape</value>

Userguidarnce Theshapecarbespecified-Amappropriate teference termmimotogy stratt-be used.
The term and the term identifier shall be used.
Cgnformance Optional
<sphibjectOf>
<fharacteristic>

C.3.14.8 Colour

User guidance The colour can be specified. An appropriate reference terminology should be
used. The term and the term identifiér should be used.
Cgnformance Optional
<shbjectOf>
<fharacteristic>
fcode code="SPLCOLOUR” codeSystem="2,16.840.1.113883.1.11.19255"/>
fvalue xsi:type="“ST”>Name for the Coldurs/value>
NOTE This unit may be repeatable given the instance of a multi-coloured presentation.
C.3.14.9 Image
User guidance Where applicable, the image can be provided. The format of the image shall fol-
low ISO 12639 and shall be held in an ED data type.
Conformance Optional
<subjectur>

<

characteristic classCode=“OBS”>
<code code="SPLIMAGE” codeSystem="2.16.840.1.113883.1.11.19255"/>
<value xsi:type="ED” mediaType="image/jpeg”>

<reference value="File Name.jpg”/>

The file name references a file in the same directory in which the HL7 SPL file resides (e.g. within a

su

bmission folder or a directory entry inside a ZIP file).

C.3.14.10 Imprint

User guidance Where applicable, the imprint can be specified as text.

Conformance Optional
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<subjectOf>
<characteristic>
<code code="SPLIMPRINT” codeSystem="2.16.840.1.113883.1.11.19255"/>

<value xsi:type="ST”>Imprint with Parts Separated by Semicolon</value>

C.3.14.11 Scoring

User guidance Where applicable, the scoring can be specified as CV/text.

There is only one score element.

Conformiance Optional

<subjectOfp
<charactefistic>
<code cofle=“"SPLSCORE” codeSystem="2.16.840.1.113883.1.11.19255"/>

<value vdlue="1" xsi:type="INT"/>
If the valuelis 1, 2, 3, 4, or nullFlavor=“0TH” (for SPLSCORE):

<subjectOfp

<charactetistic>
<code cofle=“SPLSCORE” codeSystem=“2.16.840.1.113883.1.11.19255"/>

<value nyllFlavor="0TH” xsi:type="INT"/>

C.3.15 Other characteristics

Other chafacteristics can be described using the other characteristics class.

User guiglance Where applicable for a Package-Iltem (container), a Manufactured Item or a De-
vice, other characteristics beyond the physical characteristics can be specified.

Conformiance Optional

<!-- CPM b¢dy -->
<manufactyiredProduct>
<manufacfuredProduct><!-- Manufactured Item --></manufacturedProduct>
<subjectOf>
<characteristic>
<code cqde="Characteristic'Code” codeSystem="Code System (OID)"/>
<value §si:type="ValueTypeé” ... /><!-- Characteristic Value (Various Attributes) -->

or under parts:

<part>
<partProduct><!-- Manufactured Item --></partProduct>
<subjectOf>
<characteristic>
<code code="Characteristic Code” codeSystem="Code System (0ID)"/>
<value xsi:type="Value Type” ... /><!-- Characteristic Value (Various Attributes) -->

C.3.15.1 (Other characteristics) code system

User guidance The code describing the characteristic is specified using an appropriate con-
trolled terminology.
Conformance Mandatory
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<subjectOf>
<characteristic>
<code code="Characteristic Code” codeSystem="Code System (0ID)”
displayName=“Name of Characteristic”/>

C.3.15.2 (Other characteristics) value

User guidance The individual value of the characteristics code system is specified.

Cgnformance Mandatory

Chpracteristics use one of a number of different data types. Each data type uses slightly different XML
elegments and attributes as shown in the templates below.

Chpracteristic of type physical quantity (PQ):

A

bubjectOf>

<characteristic>

<code code="Characteristic Code” codeSystem="Code System (OID)"/>
<value xsi:type="PQ” value="quantity value” unit="quantity unit”>

Chpracteristic of type number (REAL):

A

ubjectOf>

Kcharacteristic>

<code code="Characteristic Code” codeSystem="Code System (0IP)"/>
<value xsi:type="REAL" value="quantity value”/>

Chpracteristic of type integer number (INT):

A

bubjectOf>

<characteristic>

<code code="Characteristic Code” codeSystem="Code System (OID)"/>
<value xsi:type="INT” value="quantity value”/>

Chpracteristic of coded type (CV):

A

bubjectOf>
fcharacteristic>
<code code="Characteristic Code” codeSystem="Code System (0OID)"/>
<value xsi:type="CV"Cade="value code”
codeSystem="value code system OID”
displayName={yalue code display name”>

Chpracteristictof type character string (ST):

A

bubjectOf>
fcharacteristic>

code code=“Characteristic Caode” ranchfnm—"f'nﬂa (“ycfnm (nm)"/

<value xsi:type="ST"”>value string</value>

Characteristic of type interval of physical quantity (IVL<PQ>):

<subjectOf>
<characteristic>
<code code="Characteristic Code” codeSystem="Code System (0ID)"/>
<value xsi:type="IVL_PQ">
<low value="“quantity value low boundary” unit="quantity unit”/>
<high value="quantity value high boundary” unit="quantity unit”/>
</value>
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Characteristic of type Boolean (true/false value)

<subjectOf>

<characteristic>

<code code="Characteristic Code” codeSystem="Code System (0OID)"/>
<value xsi:type="BL" value="true or false”/>

C.3.16 Device material

<ingred|ent classCode="INGR”><!—Device Material -->
<ingredlientSubstance>
<code|code="Material Code” codeSystem="2.16.840.1.113883.4.9"/>
<namg¢>Material Name</name>
</ingrgdientSubstance>

<subje¢tOf>
<charjcteristic>

<cod¢ code="Allergenic Indicator Characteristic” codeSystem="Code Systém OID"”/>
<valye xsi:type="BL” value="true”/>

User guidance The material of the device shall be described in accordance with ISO 11238 and
+ e darzion oot o] 2 ook o o o oo aaadatce racia i ot oot Sl oo A o
ULIILT UUVILU TIIALUT TAT TUTTILITICATIVIT SUUTITL S, dITU IO 1 \,ouu.lus LCI llllllUlUs)’- ER WA m
and a term identifier shall be specified for each material as applicable.
Conformiance Optional
<part>
<partProduct><!-- Device -->

C.3.16.1 Bubstance

<ingred

User guiglance The material of the device can beidescribed in accordance with ISO 11238 and
other device material identifieation sources, and its resulting terminology. A tefm
and a term identifier shall bespecified for each material as applicable.

Conformjance Mandatory

<part>
<partProduct><!-- Device -->

<subje¢tOf>
<charjcteristic>

<cod¢ codes“Alternate Material Characteristic” codeSystem="Code System OID”/>
<valye xSittype="BL’ value="true”/>

</characteristic>

ent classCode="INGR”><M-Device Material -->
<ingredlientSubstance>
<code|code="Material Code” codeSystem="2.16.840.1.113883.4.9"/>
<namé¢>Material Name</name>
</ingrgdientSubstancé>

</subjectOf>
<subjectOf>
<characteristic>

<code code="Allergenic Indicator Characteristic” codeSystem="Code System OID"/>
<value xsi:type="BL" value="false”/>

</characteristic>
</subjectOf>
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C.3.16.2 Alternate

User guidance The alternative material of the device can be described by using this class, and
the substance attribute, and then using the alternate flag set to “true”.

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

Conformance Conditional

<part>
fpartProduct><!-- Device -->
<ingredient classCode="INGR”><!—Device Material -->
<ingredientSubstance>
<code code="Material Code” codeSystem="2.16.840.1.113883.4.9"/>
<name>Material Name</name>
</ingredientSubstance>
<subjectOf>
<characteristic>
<code code="Alternate Material Characteristic” codeSystem="Code SystemO{D"/>
<value xsi:type="BL’ value="true”/>
</characteristic>
</subjectOf>

C.3.16.3 Allergenic indicator

User guidance Where applicable, this can be uséd to specify if the device material(s)/alternative
material(s) contains allergens and/or materials of concern.
Cqgnformance Conditional
<pprt>
<partProduct>

fingredient classCode="“INGR”>
<ingredientSubstance>
<code code="Device Material”’>codeSystem="Substance Code System (OID)"/>
<name>Device Material</name>
</ingredientSubstance>
<subjectOf>
<characteristic>
<code code=4llergenic Indicator Characteristic Code” codeSystem=" Characteristic Code System (0ID)"/>
<value xsi:type="BL" value="Allergenic Indicator”/>
</charactenistic>
</subjectOf>

Anly material listed as ingredient may be a material of concern. When listed, the concern doep not need
to peearried or flagged in any special way. For instance, a nickel-containing buckle or a latex dontaining
tube may be simply specified as the material or alternate material.
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Annex D
(normative)

Ingredient, substance and strength
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x describes the ingredients of the Medicinal Product through its representations)as
ired Item(s) and the Pharmaceutical Product(s), based on ISO 11238, ISO 11239,1S0 112
resulting technical specifications and terminology.

dients class and associated substance specified substance, strength and reference streng
e used in the further description of manufactured item and pharmaceutical product class
hn ingredient and associated classes can be associated with a manufacturer/establishm
x H).

ance class represents the value set that can be used to describe-any allergens/materials fr
class and the materials and alternative materials attributes-of the package item (contain|
ge (component) classes.

ient shall be specified as a substance and additionally~'as any of the types of its associa
substance(s). Any substance or specified substance shall have its strength specified
e with the regulated Medicinal Product inforimation as applicable. Additionally, streng
"ther specified by description of a referencestrength. Again, this shall be specified wh
in accordance with the regulated Medicinal®roduct information.

cribed, a reference strength shall specify’either the substance or the specified substance t
es.

factured item and pharmaceutical product, their ingredients, and the device ingredient(s)
per regional requirements, are represented in HL7 SPL in the following way:
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<!l-- SPL he
<document]
<compong
<subjects
<!-- CPM
<manuf:
<manu
<ingrg
<qua
<ing]

hder -->
>

Int><structuredBody>£component><section>...

body -->

cturedProducts

facturedProduct><!-- Pharmaceutical Product / Manufactured Item -->
dient><!-{Ingredient -->

htity><l-Strength --></quantity>

edientSubstance><!-- Substance -->

<ac1iveMoiety>
<!-{Reference Strength -->

</activeMoiety>
<asEquivalentSubstance>
<!-- Reference Strength -->
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Substance

- Substance: CD

e P 0.1 Y N
~_ 1 ) pd S~
Ingredient Strength Reference Strength
- Ingredient Role: CD Qneofelther  ied | |- Strength (Presentation): RTO<PQ PG> e L
- Allergenic Indicator: BL [0..1] Ssirce o Shecil - Strength (Concentration): RTO<PQ,PQ> [0..1] N Specie CD[0.1]
BLIOY Substance must be . el R | 3 0.* | Reference Strength: RTO<PQ,PQ>
jom— present = Ceas:r?ge)n 3 ulis 101 - Reference Strength Measurement Point: ST [0..1]
P \ - Country:CD[0.7] - Reference Strength Country: CD [0.."]
2 Y s
Pharmaceutical Product /
\ 0FF P

o Must be a Reference

Strength when it is an
active ingredient

Specified Substance

- Specified Substance: CD
- Specified Substance Group: CD
- Confidentiality Indicator: CD [0..1]

Figure D.1 — Ingredients, substance and strength section detailed description diagram

<!+ SPL header -->
<dpcument>
fomponent><structuredBody><component><section>...
fsubject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Pharmaceutical Product / Manufactured Item -->

A

<ingredient classCode="Ingredient Role”><!-- Ingredient -->
<quantity><!-- Strength -->
<numerator xsi:type=“URG_PQ”><!-- Strength Range -->
<low value="Strength Low Number” unit="Strength Unit"/>
<high value="Strength High Number” unit="Strength Unit’/>

</numerator>
<denominator value="Strength Denominator Number”
unit="Strength Denominator Unit”/>
</quantity>
<ingredientSubstance><!-- Substance -->
<code code="Substance Code” codeSystem="Code System (0ID)"/>
<name><!-- Substance Name --></name>

<activeMoiety><!-- Reference Strength (Active Moiety) -->
<quantity><!-- Reference Strength Quantity --></quantity>
<activeMoiety>
<code code="Substange Code” codeSystem="Code System (0ID)"/>
<name><!-- Substance Name --></name>
</activeMoiety>

</activeMoiety=<!- Reference Strength Quantity -->
<asEquivaledtSubstance><!-- Reference Strength (Reference Substance) -->
<quantity>
<numerator xsi:type=“URG_PQ”><!-- Reference strength -->
<low value="Strength Low Number” unit="Strength Unit"/>
<high value="Strength High Number” unit="Strength Unit”/>

</numerator>
<denominator value="Strength Denominator Number”
Unit="Strength Denominator Unit />
</quantity>
<definingSubstance>

<code code="Substance Code” codeSystem="Code System (0OID)"/>
<name><!-- Substance Name --></name>
</definingSubstance>
</asEquivalentSubstance>
<ingredientSubstance>
<subjectOf>
<substanceSpecification><!-- Specified Substance -->
<code code="Substance Specification Code” code="Code System (0ID)”
displayName="“Substance Specification Name”/>
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D.2 Ingredient

User guidance There shall be one instance of the “ingredient” class for each actual ingredient for
either the manufactured item or pharmaceutical product, as appropriate.

Conformance Mandatory

<!-- SPL header -->
<document>

<subject3
<!-- CPM body -->
<manuficturedProduct>

<ingr4dient><!-- Ingredient 1 --></ingredient>
<ingrgdient><!-- Ingredient 2 --></ingredient>
<ingrgdient><!-- Ingredient 3 --></ingredient>

<compongnt><structuredBody><component><section>...

<manufacturedProduct><!-- Pharmaceutical Product / Manufactured Item -->

or under parts (Manufactured Item)

<!-- SPL header -->
<documentp>

<subject;
<!-- CPM body -->
<manuficturedProduct>

<formCode code="C47916” displayName="KIT”

cpdeSystem="2.16.840.1.113883.3.26.1.1"/>

<part}
<quahtity><!-- Part Quantity --></quantity>

<indredient><!-- Ingredient 1 --></ingredient>
<ingredient><!-- Ingredient 2 --></ingredient>
<ingredient><!-- Ingredient 3 --></ingredientp>

<compongnt><structuredBody><component><section>...

<manufacturedProduct><!-- Package Item (co-package), Kit -->

<parfProduct><!-- One Part Manufactured Item -->

D.2.1 Ingredientrole

User guiglance The role of the'ingredient as part of the manufactured item/pharmaceutical
product shall'be specified (see below). The controlled term and a term identifier
should be-specified.

Conformiance Mandatory

<ingrediept classCode="Ingredient Role”>

The ingrefdient roles are the following and included in the HL7 SPL file in the full upper case letterd as

specified imTabte Bt

Table D.1 — Ingredient roles (classCodes)

Code Description

INGR Ingredient not otherwise specified, used in cases of devices or foods where further classi-
fication is not common.

ACTI Active ingredient - ingredient that has the pharmacological action. Use only if basis of
strength cannot be specified, otherwise use ACTIB, ACTIM, or ACTIR.

ACTIB Active ingredient, where the entire substance is the basis of strength. For example, pro-

pranolol hydrochloride quantified as the propranolol hydrochloride salt.
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Table D.1 (continued)

Code Description

ACTIM Active ingredient, where the active moiety is basis of strength. For example, 287 mg
amoxicillin trihydrate equivalent to 250 mg anhydrous amoxicillin.

ACTIR Active ingredient, where another reference substance is the basis of strength. For ex-
ample, metoprolol succinate quantified by amount of metoprolol tartrate with the equal
amount of metoprolol active moiety.

ADJV Adjuvant - an ingredient(s) which augments or promotes the pharmacological effect of the
active ingredient(s) without itself being considered active (typically used with vaccines.)

IACT Inactive ingredient, i.e. ingredients added for a purpose other than the intended pharma-
cological action.

CJLR Colour ingredient - ingredient added to alter the colour appearance.

FLVR Flavour ingredient - ingredient added to alter the taste of the product.

PRSV Preservative ingredient - ingredient added to delay the risk of theproduct’s sp¢iling.

STBL Stabiliser ingredient - ingredient added to keep the mixture’homogenic (e.g. pr¢vent the
phases of an emulsion to separate).

MECH Mechanical ingredient - ingredient which, as a whole,lénds a spatial structure fo the
product, which structure is meaningful to the delivery-of the pharmacologically active
ingredients near the target site. For example, a colagen matrix used as a base f¢r trans-
planting skin cells.

NOTE Such ingredient has a function othef)than merely delivering the pharmatologi-
cally active substances into a systemic compartment (such as, for example, an opdinary
capsule would have.)

BASE The base of a preparation, i.e. wateriézaseline, ethanol.

ADTV Any additive added, use only wheri there is no described pharmacological action and clas-
sification as merely “inactive’’ingredient is not appropriate.

CNTM Contaminant - ingredient whose presence is not intended but may not be reasonably
avoided given the circumstances of the mixture's nature or origin.

D.2.2 Allergenic indicator

User guidance

Where applicable, this can be used to indicate if an ingredient is a known or sus-
pected allergen.

Cgnformance

Conditional

<

A ==

bubjectOf>
fcharacteristic>

mgredient classCode="“INGR”><!-- Allergenic Indicator -->

<codécede="Allergenic Indicator Code” codeSystem="Code System (OID)"/>
<yalue'xsi:type="BL" value="Allergenic Indicator”/>

D.2.3 Manufacturer/establishment (organisation)

User guidance An ingredient can be associated with one or more manufacturers/establish-
ments. The information related to the for the manufacturer/establishment organ-
isation undertaking the particular manufacturing operation should be described
using the pattern for organisation described in Annex G.

Conformance Conditional
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D.2.4 Substance

User guidance A substance can be specified for each ingredient role described.

NOTE 1 Inregions that choose to implement specified substance, according to
regional guidance, it might be permissible to utilise specified substance instead
of substance.

NOTE 2 A specified substance can be utilised to meet the requirement above as a
specified substance, as specified substance is always associated with a substance.

NOTE 2 Thara ara avcantianctatha cuhetaneca /ecnacifiad cuhotaneca ralatinnchi
o Eo— T HeFeaFe-exee pHonStote-SHuStaRee Spece a St Stahce e ottt

for herbal preparations and allergens for unique identification (see ISO 11238/
ISO/TS 19844).

Conformjance Conditional

<ingredient classCode="Ingredient Role”"><!-- Ingredient -->
<ingredigntSubstance><!-- Substance -->

D.2.4.1 BSubstance

)

User guiglance The substance shall be described in accordance/with ISO 11238 and its resultin
terminology. A term and a term identifier shall’be used.

P

NOTE 1 Inregions that choose to implement specified substance, according to
regional guidance, it might be permissible to utilise specified substance instead
of substance.

NOTE 2 A specified substance can be utilised to meet the requirement above aga
specified substance, as specified substance is always associated with a substande.

NOTE 3 There are exceptions to the substance/specified substance relationshi
for herbal preparations dnd allergens for unique identification (see ISO 11238/
ISO/TS 19844).

The ingredient refers to the role of the substance or specified substance in the
Medicinal Product, for example: active or inactive. This element (substance) re-
fers to the name of the specific substance.

Conformiance Mandatery

O

<ingredienpt classCode=%/ngredient Role”><!-- Ingredient -->
<ingredieptSubstance><!-- Substance -->
<code colde="Substance Code” codeSystem="Code System (0ID)"/>
<name>{!-- Substance Name --></name>

<ingredient classCode="Ingredient Role”><!-- Ingredient -->
<ingredientSubstance><!-- Substance -->
<code code="“1Y17CTI5SR” codeSystem="2.16.840.1.113883.4.9"/>
<name>INSULIN HUMAN</name>
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D.2.5 Specified substance

User guidance

For each substance, one or more specified substance groups as described in
[SO 11238 can be described, as applicable.

There shall always be a substance term and ID. Although the specified substance
category is optional, the specified substance shall contain a substance level term/
ID as a part of its make up as specified substance when implemented as mandato-
ry within a jurisdiction. Specified substance(s) is simply more detailed/granular
information about a substance.

NOTE There are exceptions to the substance/specified substance relatipnship
for herbal preparations and allergens for unique identification (see 1SQ*11238/
ISO/TS 19844).

Cgnformance

Optional

A

fsubjectOf>

ngredient classCode="Ingredient Role”><!-- Ingredient -->
fingredientSubstance><!-- Substance --></ingredientSubstance>

<substanceSpecification><!-- Specified Substance -->

D.2.5.1 Specified substance

User guidance

When a specified substance is described, it shall be presented in accordarce with
[SO 11238 and its resulting terminology. A term and a term identifier shall be used.

Conformance

Mandatory

A

fsubjectOf>

ngredient classCode="Ingredient Role”><!-- Ingrédient -->
fingredientSubstance><!-- Substance --></inigredientSubstance>

<substanceSpecification><!-- Specified-Substance -->
<code code="Substance Specification Code”
codeSystem="Code System (OID)”
displayName="Substance-Specification Name”>

D.2.5.2 Specified substance group

User guidance

The group to which a specified substance is assigned in accordance with
[SO 11238 and its resulting terminology can be specified. A term and a t¢rm iden-
tifier shall be used.

The “specified substance group” is implicitly associated with the speciified
substance code. One specified substance code has exactly one specifidd sub-

ctanca grorin
StUTIcC—gToups

Conformance

Mandatory
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<ingredient classCode="Ingredient Role”><!-- Ingredient -->
<ingredientSubstance><!-- Substance --></ingredientSubstance>
<subjectOf>
<substanceSpecification><!-- Specified Substance -->
<code code="Substance Specification Code” codeSystem="Code System (0ID)”
displayName="Substance Specification Name”>
<subjectOf>
<characteristic>
<code code="Specified Substance Group” codeSystem="Code System (0OID)”
displayName="Specified Substance Group Name”/>

D.2.5.3 (onfidentiality indicator

User guiglance The confidentiality level of the specified substance information descriibed for
the ingredient can be specified using an appropriate controlled vacabulary. The
controlled term and a term identifier shall be specified.

Conformiance Conditional for regions implementing specified substance(s)

<ingredienf classCode="Ingredient Role”><!-- Ingredient -->
<ingredieptSubstance><!-- Substance --></ingredientSubstance>
<subjectPf>
<substahceSpecification><!-- Specified Substance -->
<code dode="Substance Specification Code” codeSystem="Code System (QID)”
displayName="Substance Specification Name”>
<subjectOf>
<chardcteristic>
<codq code="Specified Substance Confidentiality” codeSystemZ“Code System (0OID)”
displayName="“Specified Substance Confidentiality Name/*

D.2.5.4 S$trength

User guiglance The strength of the substance and/or specified substance shall be specified as g
quantity of the substance/specified substance present in a given manufactured
item or pharmaceutical product. A numerator value and numerator unit as well fas
a denominat6r;value and denominator unit shall be specified.

Strength-can be expressed in two ways: Strength (presentation) and strength
(concerntration).

When the strength of a pharmaceutical product that has undergone a transfor-
mation (for example reconstitution) is to be specified, it shall be specified using
the strength resulting from transformation undertaken exactly in accordance
with the regulated Medicinal Product authorisation.

NOTE Per ISO 11616, strength after reconstitution is required per authorisatiqn,

nnnnnnn

Medicinal Product or obtained separately.
Conformance Mandatory
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<ingredient classCode="Ingredient Role”><!-- Ingredient -->
<quantity><!-- Strength -->
<numerator xsi:type=“URG_PQ"><!-- Strength Range -->
<low value="Strength Low Number” unit="Strength Unit"/>
<high value="Strength High Number” unit="Strength Unit”/>

</numerator>
<denominator value="Strength Denominator Number”
unit="Strength Denominator Unit”/>
</quantity>
illsl Uditlllsu‘ubtdllbc :" Su‘uataubc ==
<code code="Substance Code” codeSystem="Code System (0ID)"/>
<name><!-- Substance Name --></name>
<activeMoiety><!-- Reference Strength (Active Moiety) -->
<quantity><!-- Reference Strength Quantity --></quantity>
<activeMoiety>
<code code="Substance Code” codeSystem="Code System (OID)"/>
<name><!-- Substance Name --></name>

</activeMoiety>
</activeMoiety><!-- Reference Strength Quantity -->
<asEquivalentSubstance><!-- Reference Strength (Reference Substance) -->
<quantity>
<numerator xsi:type=“URG_PQ”><!-- Reference strength -->
<low value="Strength Low Number” unit="Strength Unit"/>
<high value="Strength High Number” unit="Strength Unit”/>
</numerator>
<denominator value="Strength Denominator Number”
unit="Strength Denominator Unit”/>
</quantity>
<definingSubstance>
<code code="Substance Code” codeSystem="Code System\[OID)"/>
<name><!-- Substance Name --></name>

D.2.5.4.1 Strength (presentation)

User guidance Strength (presentation) shall be specified as a quantity of the substance}spec-
ified substance-present in a given quantity of the pharmaceutical produdt or
manufactured item.

The unitof presentation shall be specified in accordance with ISO 11239(and its
resulting terminology. The controlled term and a term identifier for the ynit of
presentation shall be specified in the associated manufactured item or pharma-
ceutical product. The representation of this information is further described in
Annex C for the manufactured item or, in Annex E for the pharmaceutical product.

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 resultinlg con-
trottedvocabutary:

Conformance Mandatory

<ingredient classCode="Ingredient Role”><!-- Ingredient -->
<quantity><!-- Strength -->
<numerator xsi:type=“"URG_PQ”><!-- Strength (Presentation) -->
<low value="Strength Low Number” unit="Strength Unit"/>
<high value="Strength High Number” unit="Strength Unit”/>
</numerator>
<denominator value="Strength Denominator Number” unit="Denominator Unit”/>
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If the strength is specified as a simple value instead of a range, the format is much simpler:

<ingredient classCode="Ingredient Role”><!-- Ingredient -->
<quantity><!-- Strength -->
<numerator value="Strength Low Number” unit="Strength Unit”/>
<denominator value="Strength Denominator Number” unit="Denominator Unit”/>

“10 mg/5 ml™:

<ingredient classCode="Ingredient Role”><!-- Ingredient -->
<quantity><!-- Strength -->
<numerfitor vaiue= 10" umt="mg 7>
<denomjnator value=“5" unit="ml"/>

“2 mg/1 unit of presentation”

<ingrediept classCode="Ingredient Role”><!-- Ingredient -->
<quantity><!-- Strength -->
<numerftor value="2" unit="mg”/>
<denomjnator value="1" unit="1"/>

NOTE The “unit of presentation” is the same as the form code of the product containing the ingredient.

D.2.5.4.2 | Strength (concentration)

User guiglance Strength (concentration) can be specified as asquantity of the substance/specifipd
substance present per one unit of the pharmaceutical product or manufactured
item, for example 2 mg/1 tablet.

For solid dose forms this is generally'the same as strength (presentation) and
therefore is not required to be expressed separately. The strength (presentation)
only is required. The representation of this information is described below.

The unit of measure symbolkand 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 identifiex shall be used as defined in ISO 11239 and its resulting con-
trolled vocabulary:

Since only one’strength is allowed per ingredient, the substance ingredient
should be'repeated for each strength expression. To unambiguously differentiate
a strength (concentration) from a strength (presentation) use a subjectOf/char-
acteristic.

Conformjance Conditional

<ingredient>
<quantity></4: Range Strength -->
<numerftorxsi:type=“URG_PQ”"><!-- Strength (Concentration) -->
<low vatre="“5tt cugfl'l Fow-Nmber—unit="5tr Cllytlll Ulu't”/
<high value="“Strength High Number” unit="Strength Unit"/>
</numerator>
<denominator value="Strength Denominator Number” unit="Denominator Unit”/>

If the strength is specified as a simple value instead of a range, the format is much simpler:

<ingredient>
<quantity><!-- Simple Strength -->
<numerator value="Strength Number” unit="Strength Unit"/>
<denominator value="Strength Denominator Number” unit="Denominator Unit”/>

EXAMPLE1  “2 mg/1 ml”:

118 © IS0 2017 - All rights reserved


https://standardsiso.com/api/?name=564bcf0a3b49307d8a5261971441959b

ISO/TS 20443:2017(E)

<ingredient classCode="Ingredient Role”><!-- Ingredient -->
<quantity><!-- Strength -->
<numerator value=“2" unit="mg”/>
<denominator value="1" unit="ml”/>

EXAMPLE 2  “2mg/1 tablet™

<ingredient classCode="Ingredient Role”><!-- Ingredient -->
<quantity><!-- Strength -->

<numerator value=“2" unit="mg"/>

<denominator value="1" unit="1"/>

NOTE The “unit of presentation” is the same as the form code of the product containing the ingreflient.

D.2.5.4.3 Measurement point

at a particular point (for example the strength of the ingredient in some inhalers
are measured at a particular distance from the point of aerosolisation). [n these
instances, the measurement point can be described-using text, as applicgble.

Cgnformance Conditional

User guidance There are some Medicinal Products in some regions, wherestrength is \}\easured

A

ngredient classCode="Ingredient Role”><!-- Ingredient -->
fquantity><!-- Strength --></quantity>
fingredientSubstance><!-- Ingredient Substance --></ingredientSubstance>
fsubjectOf>
<characteristic>
<code code="Code meaning ‘Measurement Point” codeSystem="Code System OID"/>
<value xsi:type=“CV” code="Measurement Point Code”
codeSystem="Code System OID” displayName="Point Name”>

D.2.5.4.4 Country

Uger guidance The country. (or countries) for which the measurement point(s) is valid cpn be
specified using values from the ISO 3166-1-alpha-2 code elements.

Conformance Conditional

Th]ils country specification is only necessary when the measurement point specification varigs in those
coyntries.

EXAMPLE When two observations are considered different and such difference is not speciffed by any
other attribtite, then the observation code should different. Therefore, the difference of measurenpent points

as ppplicable in different countries will be primarily indicated by the terminology of the measurement point
obgervation code.

<ingredient classCode="Ingredient Role”"><!-- Ingredient -->
<quantity><!-- Strength --></quantity>
<ingredientSubstance><!-- Ingredient Substance --></ingredientSubstance>
<subjectOf>
<characteristic>
<code code=“Code meaning strength country” codeSystem="Code System OID”/>

<value xsi:type="CV” code="Country where strength applies” codeSystem="Code System OID"”
displayName="Country Name”/>

The terminology for country specific measurement points is to be defined and maintained by the
applicable maintenance organisation.
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D.2.5.5 Reference strength

User guidance Strength can be further described by a reference strength.

A reference strength is an expression of the strength in terms of either a refer-
ence substance and/or a reference specified substance.

Conformance Mandatory

MACTINAY

<ingredie
<quantit)
<numer
<denom
</quanti
<ingredig
<code c
<name>

<quant
<num
<deno

</quan

<activg
<code
<nam

<activeNloiety>

lt \'}GDDCUdC— AU TTIVI

>

htor value="Reference Strength Number” unit="Strength Unit”/>
nator value="Amount of Product Number” unit="Product Unit"/>
y>

ntSubstance>

de="Substance Code” codeSystem="Code System (0ID)"/>

k!-- Substance Name --></name>

ty>
brator value="Actual Strength Number” unit="Strength Unit”/>

minator value="Reference Strength, Amount of Product Number” unit="Strength-bnit”/>
tity>

Moiety>

code="Reference Substance Code” codeSystem="Code System (0OID)"/>

><I-- Substance Name --></name>

EXAMPLE
amoxicillif

I  Each capsule contains 250 mg amoxicillin as the trihydrate - what is contained is 287
trihydrate, but the strength, 250 mg, is specified in terms'of the anhydrous amoxicillin moiety.

mg

<ingredig
<quanti
<nume
<denor]
</quant
<ingred
<code ¢
<name
<activeM
<quantiy
<num
<deno

nt classCode="ACTIM">

y>

Fator value=“287" unit="mg”/>

hinator value="1" unit="1"/>

ty>

entSubstance>

0de="804826]2HU” codeSystem="2716:840.1.113883.4.9"/>
>AMOXICILLIN TRIHYDRATE </nanie>
oiety>

y>

brator value=“250" unit="mmg"/>

</quan
<activ
<acti

<na

<codg code="9EM05410Q9” codeSystem="2.16.840.1.113883.4.9"/>

minator value="1" unit="1"/>

ity>

Moiety><!-- Reference Substance (Active Moiety) -->
Moiety>

e>AMOXICIELIN ANHYDROUS </name>

In this caq
specified

e, a.quantity on the active moiety relationship is not required, because the strength was o
nrterms of 250 mg of the anhydrous amoxicillin moiety and the trihydrate will have a sligh

hly
tly

greater mass

o &

EXAMPLE 2 Apraclonidine hydrochloride 5,75 mg equivalent to apraclonidine base 5 mg.

120

© ISO 2017 - All rights reser

ved


https://standardsiso.com/api/?name=564bcf0a3b49307d8a5261971441959b

ISO/TS 20443:2017(E)

<ingredient classCode="ACTIM">

<quantity>
<numerator value=“5.75" unit="mg”/>
<denominator value="1" unit="1"/>

</quantity>

<ingredientSubstance>
<code code="D2VW67N38H” codeSystem="2.16.840.1.113883.4.9"/>
<name> APRACLONIDINE HYDROCHLORIDE</name>

<activeMoiety><!-- Reference Substance (Active Moiety) -->

<quantity>
rs 1 “ur= N 1p i
IITUITrICI Altur vdaiuc J.U uIrrc llls /
<denominator value="1" unit="mg”/>
</quantity>
<activeMoiety>

<code code="“843CEN85DI” codeSystem="2.16.840.1.113883.4.9"/>
<name> APRACLONIDINE</name>
<ingredient classCode="ACTIR”">
<quantity>
<numerator value=“Reference Strength Number” unit="Strength Unit"/>
<denominator value="Amount of Product Number” unit="Product Unit”/»
</quantity>
<ingredientSubstance>
<code code="“Substance Code” codeSystem="Code System (OID)"/>
<name><!-- Substance Name --></name>
<asEquivalentSubstance>
<quantity>
<numerator value="Actual Strength Number” unit<“Strength Unit"/>
<denominator value="Reference Strength should)be Amount of product Number” unit="Strength
unit’/>
</quantity>
<definingSubstance>
<code code="“Reference Substance Code” codeSystem="Code System (OID)"/>
<name><!-- Substance Name --></name>

EXAMPLE 3  Metoprolol succinate (190\mg) equivalent to 100 mg metoprolol tartrate.

A

ingredient classCode="ACTIR”>
Kquantity>
<numerator value=“190"(unit="mg"/>
<denominator value=71%unit="1"/>
< /quantity>
<ingredientSubstance>
<code code="TH25PD4CCB” codeSystem="2.16.840.1.113883.4.9"/>
<name>METQPROLOL SUCCINATE</name>
<asEquivalentSubstance><!-- Reference Strength (Reference Substance) -->
<quantity>
<ntmerator value=“100" unit="mg”/>
<denominator value="1" unit="1"/>
</quantity>
<definingSubstance>
<code code=“W5S57Y3A5L" codeSystem="2.16.840.1.113883.4.9"/>
<name>METOPROLOL TARTRATE</name>

Even when a reference strength is not required, one may quantify the active moiety relationship to
express the amount of active moiety.

EXAMPLE4  Lithium carbonate 450 mg refers to 12,2 mmol lithium ion.
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<ingredient classCode=“ACTIB”>
<quantity>
<numerator value=“450" unit="mg”/>
<denominator value=“1" unit="1"/>
</quantity>
<ingredientSubstance>
<code code=“2BMD2GNA4V” codeSystem=“2.16.840.1.113883.4.9"/>
<name>LITHIUM CARBONATE</name>
<activeMoiety><!-- Reference Strength (Active Moiety) -->
<quantity>
<numerator value="12.2” unit="mmol”/>
<denpminator value="“1" unit="1"/>
</quahtity>
<activeMoiety>
<codg code="9FN79X2M3F” codeSystem=“2.16.840.1.113883.4.9"/>
<nanje>LITHIUM</name>

D.2.5.5.1 | Reference substance

User guiglance When reference substance needs to be specified based on the regulated product
information, it shall be described in accordance with ISO-11238 and its resultin
terminology. A term and a term identifier shall be used.

Uy

Conformjance Conditional

NOTE Mandatory for active ingredients.

When ref¢rence substance is a moiety of the ingredient substance:

<ingrediept classCode="ACTIM">
<ingredi¢ntSubstance>
<activeNloiety>
<activgMoiety>
<code|code="Reference Substance Code” codeSystem=“Code System (0ID)"/>
<namg¢><!-- Substance Name --></name>

When ref¢rence substance is not part of the‘ingredient substance:

<ingrediept classCode="ACTIR">
<ingredi¢ntSubstance>
<asEquifalentSubstance>
<definipgSubstance>
<code|code="Reference Substance Code” codeSystem="Code System (0ID)"/>
<namg¢><!-- Substance Name --></name>

D.2.5.5.2 | Reference specified substance

User guiglance When reference strength at the level of the specified substance needs to be spe¢
ified based on the regulated product information, it shall be described in accord
arnce with 1SO-11238and its Tesulting terminotogy- A teT T and a ternt [derntifier
shall be used.

Conformance Conditional

122 © IS0 2017 - All rights reserved


https://standardsiso.com/api/?name=564bcf0a3b49307d8a5261971441959b

ISO/TS 20443:2017(E)

When reference substance is a moiety of the ingredient substance:

<ingredient classCode="ACTIM">
<ingredientSubstance>
<activeMoiety>
<activeMoiety>...</activeMoiety>
<subjectOf>
<substanceSpecification><!-- Specified Substance -->
<code code="Substance Specification Code”

codeSystem="“Code System (OID)”
displayName="Substance Specification Name”>

When reference substance is not part of the ingredient substance:

A

ngredient classCode="ACTIR">

fingredientSubstance>

<asEquivalentSubstance>

<definingSubstance>...</definingSubstance>

<subjectOf>

<substanceSpecification><!-- Specified Substance -->
<code code="Substance Specification Code”

codeSystem="Code System (0OID)”
displayName="Substance Specification Name”>

D.2.5.5.3 Reference strength

User guidance If a reference strength needs to be described based on the regulated product in-
formation, it should be described inaccordance with ISO 11238 and its resulting
terminology. A term and a term identifier should be used.

Cgnformance Mandatory

<ipgredient classCode="ACTIR">
ngredientSubstance>
tasEquivalentSubstance>
<quantity><!-- Range Strength -->
<numerator xsi:type=“URG_PQ”">x!--'Strength Range -->
<low value="Strength Low Number” unit="Strength Unit"/>
<high value="Strength High Number” unit="Strength Unit"/>
</numerator>
<denominator value="Strength Denominator Number” unit="Denominator Unit”"/>

=

If he strength is spécified as a simple value instead of a range, the format is much simpler:

fquantity><!S=Simple Strength -->
<numerator value="Strength Number” unit="Strength Unit”/>
<denoniinator value=“Strength Denominator Number” unit="Denominator Unit”/>

D.2.5.5.4 Reference strength measurement point

User guidance The reference strength measurement point, if applicable, should be described as
outlined in the measurement point section above.

Conformance Conditional

© IS0 2017 - All rights reserved 123


https://standardsiso.com/api/?name=564bcf0a3b49307d8a5261971441959b

ISO/TS 20443:2017(E)

When reference substance is a moiety of the ingredient substance:

<ingredient classCode="ACTIM">
<ingredientSubstance>
<activeMoiety>
<activeMoiety>...</activeMoiety>
<subjectOf>
<characteristic>
<code code="Code meaning ‘Measurement Point” codeSystem="Code System OID"/>
<value xsi:type=“CV” code="Measurement Point Code”
codeSystem="Code System OID” displayName="Point Name”>

When refg¢rence substance is not part of the ingredient substance:

<ingrediept classCode="ACTIR">
<ingredigntSubstance>
<asEquifalentSubstance>
<definipgSubstance>...</definingSubstance>
<subje¢tOf>
<charjcteristic>
<cod¢ code="“Code meaning ‘Measurement Point
coldeSystem="Code System OID"/>
<valye xsi:type=“CV” code="Measurement Point Code”
codeSystem="Code System OID” displayName="Point Name”>

ru

D.2.5.5.5 | Reference strength country

User guiglance Where a reference strength country is applicable as outlined in section strength -
country above, it can be specified based-on the ISO 3166-1-alpha-2 code elements.

Conformjance Conditional

When ref¢rence substance is a moiety of the ingredient’substance:

<ingrediept classCode="ACTIM">
<ingredi¢ntSubstance>
<activeNoiety>
<activgMoiety>...</activeMoiety>
<subje¢tOf>
<charjcteristic>
<cod¢ code="Code meaning strength'country” codeSystem="Code System OID"/>
<valye xsi:type="CV” code="Country where strength applies” codeSystem="Code System OID”
isplayName="“Country Name”"/>

When ref¢rence substancé-is not part of the ingredient substance:

<ingrediept classCode=‘ACTIR">
<ingredigntSubstance>
<asEquifalentSubstance>
<definipgSubstahce>...</definingSubstance>
<subje¢tOf>
<charjcteristic>
<code code="Code meaning ‘Measurement Point’, country specific”
codeSystem="Code System OID"/>
<value xsi:type=“CV” code="Measurement Point Code”
codeSystem="Code System OID” displayName="Point Name”>

The terminology for country specific measurement points is to be defined and maintained by the
applicable maintenance organisation.
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Annex E
(normative)

Pharmaceutical product and device

E[. General

Thijis annex describes the Medicinal Product in terms of its qualitative and quantitative composition
anfl in the pharmaceutical dose form approved for administration in line with theyegulatgd product
information. These characteristics of the Medicinal Product are referred to as pharimaceuticgl product.

Fol certain medicines, a device can form an integral part of the Medicinal‘Rroduct, for example, to
support the administration of the medicine. In these instances, the pharmaceutical produc contains
th¢ device component information as an additional characteristic.

A Medicinal Product is associated with the pharmaceutical product elass - in terms of its qualitative
anfl quantitative composition and the pharmaceutical dose form-approved for administratjon in line
with the regulated product information. The nature of the asSociation of the Medicinal Prdduct with
the pharmaceutical product is that the pharmaceutical product is the result of fully reconstituting
the Medicinal Product and all its package items using its.various manufactured items (and|devices if
applicable). In addition, it is also the result of reconstituting the manufactured item in accordance with
th¢ product information (i.e. with other pharmaceutical products not included in the Medicingl Product,
for] example, water for injection or sucrose solutiony:

Both Medicinal Product and pharmaceuticdl) product are represented in HL7 SPL as| top-level
mgnufactured product elements. The Medicinal Product (with its MPID) shall be specified first, followed
by|pharmaceutical product.

<!+ SPL header -->
<dpcument>
<fomponent><structuredBody><component><section>...
fsubject>
<l-- CPM body -->
<manufacturedProduct>
<manufacturedProduet><!-- Medicinal Product -->
<code code="MPID#1”/codeSystem="MPID Code System OID"/>
<!-- Medicinal Product Details -->
</manufacturedProduct>
</manufacturedProduct>
§/subject>,
fsubject>
<!-- CPMbody -->
<manufacturedProduct>
<manufacturedProduct><!-- Pharmaceutical Product -->
<I-- Pharmaceutical Product Details -->
</manufacturedProduct>
<productOf>
<reconstitution>
<consumable>
<manufacturedProduct>
<code code="MPID#1” codeSystem="MPID Code System OID"/>

The pharmaceutical product is associated with various pharmaceutical product characteristics, which
can describe various aspects of the pharmaceutical product, such as its onset of action.

The pharmaceutical product may be associated with a device class, which represents information about
any integral device to support the administration of the product - and therefore is of type “integrated
device”. The device can have a set of physical characteristics and other characteristics associated with it.
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The pharmaceutical product shall be described in terms of the ingredients it contains. Ingredients are
described in greater detail in Annex D.

The pharmaceutical product is associated with a set of PhPIDs, as documented in ISO 11616 and
ISO/TS 20451.

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manuffcTuredProducts...
<productOf>
<recopnstitution>

<copsumable>

<aflminstrableMaterial>
dJadministrableProduct><!-- Pharmaceutical Product -->
<formCode code="Administrable Dose Form code” codeSystem="Code System (0OID)” displayName="Form
Name”/>
<asSpecialisedKind>

<generalisedMaterialKind>
<code code="“PhPID” codeSystem="PhPID Code System OID” .../>
</generalisedMaterialKind>
</asSpecialisedKind>
<ingredient classCode="Ingredient Role”><!-- Ingredient -->
<quantity><!-- Strength -->

<numerator xsi:type=“URG_PQ”"><!-- Strength Range -->
<low value="Strength Low Number” unit="Strength Unit"/>
<high value=“Strength High Number” unit="Strength Unit"/>
</numerator>
<denominator value=“Strength Denominator Number” unit="Strength Denominator Unit”/>
</quantity>

<ingredientSubstance><!-- Substance -->
<code code="Substance Code” codeSystem="Code System (0ID)"/>
<name><!-- Substance Name --></name>
<activeMoiety><!-- Reference Strength{Active Moiety) -->
<quantity><!-- Reference Strength Quantity --></quantity>
<activeMoiety>
<code code="Substance Code” ¢odeSystem="Code System (0ID)"/>

<name><!-- Substance Nameéy*></name>
</activeMoiety>
</activeMoiety><!-- Reference Strength Quantity -->
<asEquivalentSubstance><!-- Reference Strength (Reference Substance) -->
<quantity>

<numerator &siitype="URG_PQ"><!-- Reference strength -->
<low value=“Strength Low Number” unit="Strength Unit"/>
<high value="Strength High Number” unit="Strength Unit"/>
</nuihepator>
<denominator value="Strength Denominator Number” unit="Strength Denominator Unit”/>
</quantity>
<definingSubstance>

<code code="Substance Code” codeSystem="Code System (OID]"/>
<name><!-- Substance Name --></name>
</definingSubstance>
</asEquivalentSubstance>
</ingredientSubstance>
<subjectOf>

<substanceSpecification><!-- Specified Substance -->
<code code="Substance Specification Code” codeSystem="Code System (OID)
displayName="Substance Specification Name”/>
</substanceSpecification>
</subjectOf>
</ingredient>
<part><!-- Device as integral part of the Pharmaceutical Product --></part>
</administrableProduct>...

”
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Route of Administration

- Route of Administration: CD

1.*

Pharmaceutical Product

- Administrable Dose Form: CD
- Unit of Presentation: CD [0..1]

0.* 1.
Product C PhPID Set

- Code System: CD.codeSystem - PhPID Identifier Sets: Il
- Value: CD.code

- Status: CD [0..1]

Figure E.1 — Pharmaceutical product and device Qc on detailed description diagram
N
. %

E.2 Pharmaceutical product S\

User guidance A pharmaceutical prod@ghall be described in terms of its qualitative aphd quan-
titative composition the pharmaceutical dose form approved for adrhinistra-
tion (administrabclj@ se form) in line with the regulated product information.
The "qualitatig}ﬁnd quantitative composition” pharmaceutical product fonsists
of its ingredients and parts (may include a device that is integral to the gharma-
ceutical uct in combination).

Cgonformance ManWy

~
o
<!+ SPL header -->
<dpcument> Q
<fomponent> cturedBody><component><section>...
fsubject
<l-- C%a dy -->
< cturedProduct>...
%ﬂductOb
econstitution

<consumable>
<adminstrableMaterial>
<administrableProduct><!-- Pha
<formCode code="Administrab

<ingredient><!-- Ingredient -->
<part><!-- Device (as integral p

displayName="Form Name”/>

rmaceutical Product -->
le Dose Form code” codeSystem="Code System (0ID)”

</ingredient>
art) --></part>
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E.2.1 Administrable dose form

User guidance

This shall describe the administrable dose form in accordance with the regulated
product information. This is after it has undergone any necessary reconstitution

or transformation, where applicable. The administrable dose form shall be speci-
fied in accordance with ISO 11239, ISO/TS 20440, and the resulting terminology.

The term and term identifier shall be specified.

In certain instances, the administrable dose form differs from the manufactured
dose form when a transformation of the manufactured dose form has been car-

riad ot
PUP LAV SRV A § vy

EXAMPLE The manufactured dose forms of two manufactured items are

described as “powder for solution for injection” and “solvent for solutionfor’in-
jection” which, after transformation, corresponds to the administrablé’dose forim
“solution for injection”.

Conformjance

Mandatory

NOTE1 |In certain instances, the administrable dose form differs from the manufdctured dose form (i.¢. a

transformation of the manufactured dose form has been carried out).

NOTE 2  |The administrable dose form is as authorised by a medicines regulatofy agency, regardless of whether

the necessary components for reconstitution/transformation are co-packaged or'packaged separately.

<documert>

<subject>

<!-- SPL header -->
<component><structuredBody><component><section>...

<l-- CPM body -->
<manufacturedProduct>...
<productOf>
<recpnstitution>
<cgnsumable>
<pdminstrableMaterial>
<administrableProduct><!-- Pharmaceutical Product -->
<formCode code="Administrable Dose Form code” codeSystem="Code System (OID)”
displayName="Form Name"/>

E.2.2 Unit of presentation

User guiglance

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

—

For pharmaceutical products whose strength is measured as a quantity of weight
or volume, the “unit of presentation” can be specified as the immediate (lowest
level) container.

For solid dose forms and other items whose strength is described on the basis of
the amount in the unit of presentation, and which are counted in integer quanti-
ties, the unit for quantity should be “1 unit” and the unit of presentation should
be the item that is counted, specified as a term and a term identifier as defined in
the ISO 11239, ISO/TS 20440, and the resulting terminology.

Conformance

Conditional

EXAMPLE1 Qualitative measurement: To describe a strength representing a qualitative value: tablet, spray,
puff, for instance, “contains 100 mcg per actuation”, actuation would represent the unit of presentation per the

user guidance.

If the manufactured product is an aerosol for inhalation, and it is delivered from a metered dose inhaler
(“dispenser”), then the administrable dose form concept, fully specified, should be “the portion of

128
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aerosol dispensed by one actuation of the dispenser”. That is the actual administrable dose form and
item for which ingredients per actuation can be specified as well as the item that is referenced in the
unambiguous administration instructions.

<manufacturedProduct>
<formCode code="“Code for ‘Portion Delivered by Pump Spray Actuation’” codeSystem="“Code System (OID)”
displayName=“SPRAY"/>
<ingredient classCode="ACTI">
<quantity>
<numerator value=“100" unit="ug”/>
<denominator value="1" unit="1">
tl allb}dtiUll Va‘lblU—“l" LUdC—"CUdCJ[UI 'Abfuutl.uum

codeSystem="“Code System (OID)” displayName="ACTUATION [UoP]"/>

EXAMPLE 2  To describe quantity: bottle, vial; “contains 100 ml per bottle” (unit of presentdtion = Hottle).
NOTE In this instance, the unit of presentation is referring a unit level count (e.g. each):

As|a package, if the need for specifying “bottle” as a count noun is determined, this can be dpne on the
pagkage specification of the manufactured product as follows:

<npanufacturedProduct>
hsContent>
quantity>
<numerator value=“100" unit="ug”/>
<denominator value="1" unit="1">
<translation value="1" code="Code for ‘Bottle’ as ‘Unit of Presentation”
codeSystem="“Code System (0ID)” displayName="BOTTLE{UoP]"/>
</denominator>
f/quantity>
fcontainerPackagedProduct>
<formCode code="“Code for ‘Bottle’ as package type”
codeSystem="“Code System (0ID)” displayName='BOTFTLE">

A

E.2.3 PhPID set

User guidance This class shall'be'assigned the relevant identifiers as defined by ISO 11616 and

ISO/TS 20451. This provides a uniform representation of the pharmaceutical prod-
uct usingthe substance(s)/specified substance(s), their (reference) strengfth(s), the
administrable dose form and, where applicable, the integral device.

Cgnformance Mandatory

E.2.3.1 PhPID Identifier sets

User guidance The identifier sets themselves
Cgnformance Mandatory

E.2.4- Route of administration

The Route of Administration is a concept that is used to describe the path by which the Pharmaceutical
Product is taken into or makes contact with the body.

User guidance The Route of Administration shall be specified using terms and a term identifiers
as defined in ISO 11239, ISO/TS 20440, and its resulting terminology.

Conformance Mandatory

E.2.4.1 Route of administration

User guidance The route of administration is specified with this attribute.
Conformance Mandatory
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<productOf>
<reconstitution>
<consumable>
<administrableMaterial><!-- Pharmaceutical Product -->
<cdnsumedIn>
<dqubstanceAdministration1>

<routeCode code="Route Code” codeSystem="Code System (OID)” displayName="Route Name”/>

EXAMPLE[lL  Oral.

<routeCode code="C38288” codeSystem="2.16.840.1.113883.3.26.1.1"
displayName="ORAL"/>

EXAMPLEP  Subcutaneous.

<routeCode code=“C38299” codeSystem="2.16.840.1.113883.3.26.1.1"
displayName=“SUBCUTANEOUS"/>

EXAMPLEB  Ophthalmic.

<routeCode code="“C38287" codeSystem="2.16.840.1.113883.3.26.1:1"
displayName="OPHTHALMIC"/>

E.2.5 Pharmaceutical product characteristics

User guiglance The distinguishing qualitiesiof a pharmaceutical product or substance.

EXAMPLE 1 Duration.oftime it takes for a drug’s effects to come to prominence
upon administration (i.e. onset of action).

EXAMPLE 2 Of solution for a reconstituted product/product after transformatidn.
EXAMPLE 3 (Pharmacokinetic/pharmacodynamic properties (PK/PD).

This element should be used to describe various characteristics of the pharma-
ceutical.product.

Thé.code describing the type of characteristic shall be specified using an appro
priate identification system and the individual value from the code system that
describes the actual characteristic should be specified using a term and a term
identifier from the code system.

Conformance Optional

130 © IS0 2017 - All rights reserved



https://standardsiso.com/api/?name=564bcf0a3b49307d8a5261971441959b

ISO/TS 20443:2017(E)

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<productOf>
<reconstitution>
<consumable>
<administrableMaterial><!-- Pharmaceutical Product -->
<subjectOf>
<characteristic>
<!-- Pharmaceutical Product Characteristics -->
<code code="Pharmaceutical Product Characteristic Code(fixed)” codeSystem="Characteristic Code System

©olp)/>
<value xsi:type="“CV” code=“Pharmaceutical Product Characteristic Value”
codeSystem="Pharmaceutical Product Characteristic Code System”/>

E.32.5.1 (Pharmaceutical product characteristics) code system

User guidance The code system describing the characteristic is.specified using an apprppriate
controlled terminology.

Conformance Mandatory

<shbjectOf>

Characteristic>

I-- Pharmaceutical Product Characteristics -->
fcode code="Pharmaceutical Product Characteristic Céde(fixed)” codeSystem="Characteristic Code System (OI}))"/>
fvalue xsi:type=“CV” code="Pharmaceutical Product\Characteristic Value”
codeSystem="Pharmaceutical Product Characteristic Code System”/>

A

E.3.5.2 (Pharmaceutical product characteristics) value

User guidance The value-firom the pharmaceutical product characteristics system can be
specified
Cgnformance Mandatory

<sphibjectOf>

Characteristics

{!-- Pharmaceutical Product Characteristics -->
fcode eade="Pharmaceutical Product Characteristic Code(fixed)” codeSystem="Characteristic Code System (OI}))"/>
fvaltie xsi:type="CV” code="Pharmaceutical Product Characteristic Value”
codeSystem="Pharmaceutical Product Characteristic Code System”/>

A

E.2.5.3 Status

User guidance The status of the pharmaceutical product characteristics value can be specified.
Conformance Optional
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<subjectOf>
<characteristic>
<!-- Pharmaceutical Product Characteristics --> ...
<subjectOf>
<characteristic>
<code code="“Characteristic Status” codeSystem="Code System (0ID)” displayName="Name of Characteristic Sta-
tus”/>
</characteristic>
</subjectOf>
</characteristic>
</subject(f>

E.2.6 Device

For phartphaceutical products where the associated Medicinal Product is combined with a medikcal
device and where the pharmacological, immunological or metabolic action shouldbe)considered|as
the principal mode of action, the medical device presented as part of the Medicinal Product, should|be
described} using the Device, Device Nomenclature, Batch Identifier, Physical\Characteristics qnd
Other Characteristics classes. The detail of these three classes is as described in Annex C.

In these ihstances, the device is considered as an “ingredient” of the pharmaceutical product, and is
described|here, as it will be referenced in the PhPID identification of the-pharmaceutical product ($ee
Annex E).
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Annex F
(normative)

Clinical particulars

Thi

M+

F.J'[ Generat

dicinal Product. This information should be described for each Medicinal Product,

s annex specifies information that primarily refers to the description of the clinicalparticplars for a

<!
<d|

<

- SPL header -->
pbcument>
fomponent><structuredBody><component><section>...
subject>
<l-- CPM body -->
<manufacturedProduct>

<manufacturedProduct>

<!-- Medicinal / Pharmaceutical Product -->
</manufacturedProduct>
<consumedIn>
<substanceAdministration1><!-- Clinical Particulars -->
<reason><!-- Indication --></reason>
<precondition><!-- Population Specifics --></precondition>
<subjectOf>

<issue>
<code code="C41332” codeSystem="2.16.840.1113883.3.26.1.1"
displayName="ADVERSE REACTION"/>
<!-- Undesirable Effect -->
</issue>
</subjectOf>
<subjectOf>
<issue>
<code code="“C54346” codeSystem="2.16.840.1.113883.3.26.1.1"
displayName=“"CONTRAINDICATION “/>
<!-- Contraindication~>
</issue>
</subjectOf>

Al
the
ing
Bo
pa

Medicinal Preduct’s indication(s), its contraindication(s) and its undesirable effect(s

th indication(s) and contraindication(s) can be qualified by a Specific Population refg
ticlar indication or contraindication and by Other Therapy Specifics (i.e. the use of the

Pr

pduct in relation to other medication(s).

© IS0 2017 - All rights reserved
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edicinal Produetis associated with a set of clinical particulars. These consist of information about

(not all-

rencing a
Medicinal
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Medicinal Product

L

Figure F.1 — Clinical particulars section detaile({@gwription diagram
N\
N

<

<!-- SPL header -->
<document> ’\.\Q

<compongnt><structuredBody><component><section>...
<subject: @
<!-- CPM body --> N\
<manufjcturedProduct> \O

<manufacturedProduct> \{~
<!-- Mgdicinal / Pharmaceutical Product --> ’\0
</manyfacturedProduct>
<consujmedIn> .
<substanceAdministration1><!-- Clini@articulars -->

<reagon>

<indicationObservationCriterio

<cqde code="44100-6" code8ystem="2.16.840.1.113883.6.1"
iisplayName="Medica&lem" >

<tgxt><!-- Indicatio %\t --></text>
<vglue code="Indi n as Disease or Symptom Code”
.840.1.113883.6.96”

codeSystem="
displayl\?@?’l)isease Name” xsi:type="CE"/>

-

</indication vationCriterion>

</redson
<pre¢o &Yr;
<obgervationCriterion>
<code code="30525-0" codeSystem="2.16.840.1.113883.6.1"
displayName="Age”/>
<value xsi:type="IVL_PQ">

“_n

<low value="Age Range low limit” unit="a"/>
<high value="Age Range high limit” unit="a"/>
</value>
</observationCriterion>
</precondition>
<precondition>
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<observationCriterion>
<code code="21840-4" codeSystem="2.16.840.1.113883.6.1"
displayName="Gender”/>
<value xsi:type="“CV” code="Gender Code”>
</value>
</observationCriterion>

</precondition>
<precondition>
<observationCriterion>
<code code="32624-9” codeSystem="2.16.840.1.113883.6.1”
displayName="Race”/>

valuexsi-tune=“C\"” cade="“Race Lode’
T

</value>
</observationCriterion>
</precondition>
<precondition>
<observationCriterion>
<code code="44100-6" codeSystem="2.16.840.1.113883.6.1"
displayName="“Medical Problem”/>

<value xsi:type=“CV” code="Co-Morbidity / Physiological Condition Code”>
</value>
</observationCriterion>
</precondition>
<goal>
<effect>

Déscription”/>
<effect>
<goal>
<subjectOf>
<issue>
<code code="C41332” codeSystem="2.16.840.1.113883.3.26.1.1"
displayName="ADVERSE REACTION"/>

<text><!-- Undesirable Effect Text --></text>
<risk>
<consequenceObservationCriterion>
<code code="44100-6" codeSystem=“2.16.840.1.113883.6.1"
displayName="“Medical Problem”/>

<value code=“Undesired Effect as Symptom or Condition Code”
codeSystem="2.16.840.1.113883.6.96”
displayName="Disease Name” xsi:type="CE"/>
</consequenceObservationCriterion>
</risk>

</issue>
</subjectOf>
<subjectOf>
<issue>
<codé ¢pde="C54346" codeSystem="2.16.840.1.113883.3.26.1.1"
displayName="CONTRAINDICATION “/>

<fext><!-- Contraindication Text --></text>
<subject>

<code code="Intended Effect” codeSystem="code system (OID)” displayName="Intended Effect Code

1o e Caaid 3
ooSeTrvactroncreeT o1

<code code="44100-6" codeSystem="2.16.840.1.113883.6.1"
displayName="“Medical Problem”/>

<value code=“Contraindication as Disease or Symptom Code”
codeSystem="2.16.840.1.113883.6.96”
displayName=“Disease Name” xsi:type=“CE”/>
</observationCriterion>
</subject>
</issue>
</subjectOf>
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F.2 Therapeutic indication

User guidance This class should be used to describe the authorised indication(s) for the Medici-
nal Product in accordance with the regulated product information.

Conformance Mandatory

<!-- SPL header -->
<document>
<compongnt><structuredBody><component><section>...
<subject3
<!-- CPM body -->
<manuficturedProduct>
<manufacturedProduct>
<l-- Mgdicinal / Pharmaceutical Product -->
</manfifacturedProduct>
<consujmedIn>
<subsfanceAdministration1><!-- Clinical Particulars -->
<reagon>
<indicationObservationCriterion>
<cqde code="44100-6" codeSystem="2.16.840.1.113883.6.1” displayName="“MedicalProblem”/>
<v3lue code="Indication as Disease or Symptom Code” codeSystem="2.16.840.1.113883.6.96” displayName="DJs-
ease Name'|xsi:type=“CE”>
originalText value="Indication Text"/>

F.2.1 Indication text

User guiflance The authorised therapeutic indication(s)should be described in text.
Conformpance Mandatory

<!-- SPL header -->
<document>
<compongnt><structuredBody><component><section>...
<subject3
<!-- CPM body -->
<manufjcturedProduct>
<manufacturedProduct><!-- Product Details --></manufacturedProduct>
<consumedIn>
<substanceAdministration1¥<}="Clinical Particulars -->
<reagon>
<indicationObservationCriterion>
<text><!-- Indication'Text --></text>

F.2.2 Indication.as “disease/symptom/procedure”

User gui1lance The underlying disease, symptom or procedure that is the indication for treat-
lllCllt )huu}d bC DPCLifiCd adS lt iD 1 CfCl CllLCd ill thC 1 Cs ulatcd lJl Udubt illfUl llldtiU
using an appropriate controlled reference terminology. The controlled term and
the controlled term identifier should be specified.

Conformance Conditional
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<

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...

subject>

<!-- CPM body -->
<manufacturedProduct>

<manufacturedProduct><!-- Product Details --></manufacturedProduct>
<consumedIn>
<substanceAdministration1><!-- Clinical Particulars -->
<reason>

<indicationObservationCriterion>
<code code="44100-6" codeSystem="2.16.840.1.113883.6.1” displayName=“Medical Problem”/>
<value code="Indication as Disease or Symptom Code” codeSystem="2.16.840.1.113883.6.96" displayN

ame="Dis-

eafe Name” xsi:type=“CE"/>

F.3.3 Disease status

User guidance The status of the disease or symptom of the indication ¢an be specified gs it is
referenced in the regulated product information using an appropriate cqntrolled
vocabulary. The controlled term and the controlled term identifier should be
specified.

Conformance Conditional

<

4

!+ SPL header -->
<dpcument>
<fomponent><structuredBody><component><section>...

subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Product Details%:></manufacturedProduct>
<consumedIn>
<substanceAdministration1><!-- ClinicalParticulars -->
<reason>
<indicationObservationCriteriomn>
<code code="44100-6" codeSystem="2.16.840.1.113883.6.1"displayName="Medical Problem”/>
<value code="Indication as\Disease or Symptom Code” codeSystem="2.16.840.1.113883.6.96”
displayName="Disease Name” xsi:type="“CD”>
<qualifier>
<name code="Code-meaning ‘Disease Status” codeSystem="2.16.840.1.113883.6.96”
displayNdme="“Disease Status”/>
<value code=“Disease Status Code” codeSystem="2.16.840.1.113883.6.96” displayName="Disease Stat]

s Name”/>

F3.4 Co-morbidity

User guidance If there is any co-morbidity (concurrent condition) or co-infection described as
part of the indication as it is referenced in the regulated product informdtion, it
Tam bespecified iere using amappropriate controtted reference termmimnology. The
controlled term and the controlled term identifier should be specified.

Conformance Conditional
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Product Details --></manufacturedProduct>
<consumedIn>
<substanceAdministration1><!-- Clinical Particulars -->
<reason>
<indicationObservationCriterion>
<!-{ Indication Condition Details -->
</inldicationObservationCriterion>
</redson>
<pre¢ondition>
<obgervationCriterion>
<cdde code="44100-6" codeSystem="2.16.840.1.113883.6.1” displayName=“Medical Problem”/>
<v3alue xsi:type="CV” code="Comorbidity Code”/>

F.2.5 Intended effect

User guiglance The intended effect can be specified as it is referenced.in the regulated product
information using an appropriate controlled vocabulary. The controlled term anpd
the controlled term identifier should be specifiéd)

The intended effect is specifically the part ofthe indication that describes the
type of outcome or result intended for th&target condition, whereas the Indica-
tion is the full text description of the benefits from the medicine for the target
condition in the target population

Conformjance Conditional

<!-- SPL hepder -->
<document>
<compongnt><structuredBody><component><section>...
<subjects
<l-- CPM body -->
<manufjcturedProduct>
<manufacturedProduct>
<l-- Mgdicinal / Pharmaceutical Product -->
</mantfifacturedProduct>
<consujmedIn>
<substanceAdministfation1><!-- Clinical Particulars -->
<goal>
<effpct>
<cdde code=“Intended Effect” codeSystem="“code system (OID)” displayName="Intended Effect Code Descrip-
tion”/>
<effpot>
<goa

F.2.6 Timing/duration

User guidance Timing or duration information described as part of the indication as it is ref-
erenced in the regulated product information can be specified here. The ISO
data type PQ should be used, but can also be extended to URG<PQ> if a range is
necessary.

Conformance Conditional

EXAMPLES Prevention of atherothrombotic events in patients with ischaemic stroke (from 7 days until less
than 6 months).
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<consumedIn>
<substanceAdministration1><!-- Clinical Particulars -->
<reason typeCode="PRYLX">

<indicationObservationCriterion>
<code code="44100-6" codeSystem="2.16.840.1.113883.6.1” displayName="Medical Problem”/>

<value xsi:type=“CV” code="Code for ‘atherothrombotic event” codeSystem="Code System OID"/>
</indicationObservationCriterion>
</reason>
<precondition>
<pauseQuantity value=“7" unit="d”>
<!-- Or arange can be represented e.g. -->
<l-- pauseQuantity xsi:type=“"URG_PQ”">
<low value=“7" unit="d"/>
<high value=“6" unit="mo”/>
</pauseQuantity -->

<observationCriterion>
<code code="44100-6" codeSystem="2.16.840.1.113883.6.1" displayName="Me¢dical Problem|/>

<value xsi:type="CV” code="Code for ‘ischemic stroke” codeSystem="Code System OID"/>

F.4.7 Population specifics

User guidance This class can be used to describe the population for each identified indifation(s),
undesirable effects, or contraindication(s)applies as authorised for the Medicinal
Product in accordance with the regulated"Medicinal Product informatio.

Caonformance Mandatory

For the indication:

<!+ SPL header -->
<dpcument>
<fomponent><structuredBody><component><section>...
fsubject>
<l-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Product<></manufacturedProduct>
<consumedIn>
<substanceAdministration1><!-%Clinical Particulars -->
<precondition>
<observationCriterion>
<code .../>
<value .../>
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For the contraindication:

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Product --></manufacturedProduct>
<consumedIn>
<substanceAdministration1><!-- Clinical Particulars -->
<subjectOf>
<isspe>
<cdde code="C54346" codeSystem="2.16.840.1.113883.3.26.1.1” displayName="CONTRAINDICATION “/>
<sybject>
<dbservationCriterion>
<code code="44100-6" codeSystem="2.16.840.1.113883.6.1” displayName=“Medical Problem”/>
value code="Contraindication as Disease or Symptom Code” codeSystem="2.16.840.1.113883.6.96"
displayName="Disease Name” xsi:type=“CE"/>

A

</dqubject>
<sybject>
<dbservationCriterion>
<Jcode .../>
<value .../>
F2.7.1 Age
User guiglance The age group of the specific population forran‘indication, undesirable effect, or|a
contraindication as authorised for the Médi¢inal Product in accordance with the
regulated Medicinal Product informatidty can be specified using an appropriate
controlled terminology. The controlléd'term and the controlled term identifier
shall be specified.
Conformiance Conditional

<obgervationCriterion>

<cdde code="Code meaning ‘Age Group.”
FodeSystem="2.16.840.1.113883.6:1”
HisplayName="Age Group”/>
<v3lue code="Age Group Code” cadeSystem="Code System (0OID)”
displayName="Age Group Name” xsi:type="CV">

F.2.7.2 Agerange (lowand high)

User guiglance The age range of the specific population for an indication, undesirable effect, or|a
contraindication as authorised for the Medicinal Product in accordance with th¢
regulated Medicinal Product information can be specified.

Conformjance Conditional

<observationCriterion>
<code code=“30525-0" codeSystem="2.16.840.1.113883.6.1"
displayName="Age”/>
<value xsi:type="IVL_PQ">
<low value="Age Range low limit” unit="a"/>
<high value="Age Range high limit” unit="a"/>
</value>
</observationCriterion>
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User guidance The gender of the specific population for an indication, undesirable effect, or a
contraindication in accordance with the regulated product information should be
specified using ISO/IEC 5218.

Conformance Conditional

<observationCriterion>

<code code="21840-4" codeSystem="2.16.840.1.113883.6.1"
displayName=“Gender”/>
<value xsi:type=“CV” code="Gender Code”>

F.2.7.4 Race

User guidance

The race of the specific population for an indication, undesirable effect, ¢r a
contraindication in accordance with the regulated Médicinal Product informa-
tion can be specified using an appropriate controlled‘terminology. The cpntrolled
term and the controlled term identifier shall be.specified.

Cgnformance

Conditional

<observationCriterion>
<code code="32624-9” codeSystem="2.16.840.1.113883.6.1"
displayName="Race”/>
<value xsi:type="CV” code="“Race Code”">

F.2.7.5 Physiological condition

User guidance

Various aspects.of the physiological condition of the specific population for

an indication, undesirable effect, or a contraindication in accordance with the
regulated product information can be specified using an appropriate controlled
reference:términology. The controlled term and the controlled term idertifier
should belspecified.

Cgnformance

Conditional

<observatien€riterion>
<code-cade="44100-6" codeSystem="2.16.840.1.113883.6.1"
displayName="“Medical Problem”/>
<value xsi:type=“CV” code="Physiological Condition Code”>

F.4.8° Other therapy specifics

User guidance Information about the use of the Medicinal Product in relation to other therapies
described as part of the indication, undesirable effect, or a contraindication in
accordance with the regulated Medicinal Product information, can be specified
using this information structure.

Conformance Conditional
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<substanceAdministration1><!-- Clinical Particulars -->
<subjectOf>
<issue>
<code code="Indication Other Therapy” codeSystem="“Code System OID"/>
<subject>
<localVariableName value="Therapy Relationship Type”/>
<substanceAdministrationCriterion>
<consumable>
<administrableMaterial>
<administrableMaterialKind>

<code code="Other Therapy Specifics Medication” codeSystem="Code System OID"/>

F.2.8.1 Therapy relationship type

User guiglance The type of relationship between the Medicinal Product indication.or a contrair
dication and a specific other therapy should be specified using ah|appropriate
controlled vocabulary. The controlled term and the controlled-term identifier
should be specified.

Conformiance Mandatory

<substancgAdministration1><!-- Clinical Particulars -->
<subjectOf>
<issue>
<code cqde="Indication Other Therapy” codeSystem="“Code System OID"/>
<subjegt>
<localYariableName value="“Therapy Relationship Type”/>
<subgtanceAdministrationCriterion>
<conjsumable>
<administrableMaterial>
<ddministrableMaterialKind>
<code code="Other Therapy Specifics Medication” codeSystem="Code System OID"/>

F.2.8.2 Medication

User guiglance Reference tosa specific medication, expressed as an active substance, a Medicingl
Product or-class of Medicinal Products which refers to a specific indication or a
contraindieation, in accordance with the regulated product information, can be
specified using an appropriate controlled reference terminology. The controlled
term and the controlled term identifier shall be specified.

Conformiance Mandatory

<substancgAdministration1><!-- Clinical Particulars -->
<subjectO
<issue>
<code code="Indication Other Therapy” codeSystem="“Code System OID"/>
<subject>
<localVariableName value="Therapy Relationship Type”/>
<substanceAdministrationCriterion>
<consumable>
<administrableMaterial>
<administrableMaterialKind>
<code code="Other Therapy Specifics Medication” codeSystem="“Code System OID"/>
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F.3 Contraindication

User guidance This class shall be utilised to describe the authorised contraindication(s) for the
Medicinal Product as described in the regulated product information.

Conformance Conditional

<!-- SPL header -->
<document>
<fomponent><structuredBody><component><section>...
fsubject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Product --></manufacturedProduct>
<consumedIn>
<substanceAdministration1><!-- Clinical Particulars -->
<subjectOf>
<issue>
<code code="C54346" codeSystem="2.16.840.1.113883.3.26.1.1"
displayName=“"CONTRAINDICATION “/>
<text><!-- Contraindication Text --></text>
<subject>
<observationCriterion>
<code code="44100-6" codeSystem="“2.16.840.1.113883.6.1"
displayName="“Medical Problem”/>
<value code="Contraindication as Disease or Symptom Code’
codeSystem="2.16.840.1.113883.6.96"
displayName="“Disease Name” xsi:type="CE"/>

F.3.1 Contraindications text

User guidance The text of the contraindication(s) in line with the regulated product infprmation
shall be described.
Conformance Mandatory

<!+ SPL header -->
<dpcument>
fomponent><structuredBody><component><section>...
fsubject>
<!-- CPM body -->
<manufacturedRroduct>

<manufacturedProduct><!-- Product --></manufacturedProduct>

<consumed >

<substanceAdministration1><!-- Clinical Particulars -->
<subjectOf>
<iSsue>
<code code="C54346” codeSystem="2.16.840.1.113883.3.26.1.1"
displayName="CONTRAINDICATION /

<text><!-- Contraindication Text --></text>

A

F.3.2 Contraindications as “disease/symptom/procedure”

User guidance The underlying disease, symptom or procedure of the contraindication should be
specified as it is referenced in the regulated product information using an appro-
priate controlled reference terminology. The controlled term and the controlled
term identifier should be specified.

Conformance Conditional
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<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Product --></manufacturedProduct>
<consumedIn>
<substanceAdministration1><!-- Clinical Particulars -->
<subjectOf>
<isspe>
<cdde code="C54346" codeSystem="2.16.840.1.113883.3.26.1.1"
HisplayName=“CONTRAINDICATION “/>
<sybject>
<dbservationCriterion>

<code code="44100-6" codeSystem="2.16.840.1.113883.6.1"
displayName="Medical Problem”/>
value code="Contraindication as Disease or Symptom Code
codeSystem=“2.16.840.1.113883.6.96”
displayName="“Disease Name” xsi:type=“CD"/>

”

A

F.3.3 Disease status

User guiglance The status of the disease or symptom of the contraindication can be specified ap
itis referenced in the regulated product inforfiation using an appropriate con-
trolled vocabulary. The controlled term and-the controlled term identifier should
be specified.

Conformjance Conditional

The diseape status is considered a property of the disease concept. If the disease code system allows
post-coorglination, such “status” may be post-coordinated:

<!-- SPL hepder -->
<document}>
<compongnt><structuredBody><component><secfion>...
<subjects
<!-- CPM body -->
<manuffcturedProduct>
<manufacturedProduct><!-- Product >></manufacturedProduct>
<consumedIn>
<substanceAdministration1£<}-"Clinical Particulars -->
<subjectOf>
<isspe>
<cdde code="C54346>codeSystem="2.16.840.1.113883.3.26.1.1"
HisplayName=#*CONTRAINDICATION “/>
<sybject>
<dbservationCriterion>
<code’ cede="44100-6" codeSystem="2.16.840.1.113883.6.1"
displayName="“Medical Problem”/>

am Cade”

codeSystem="2.16.840.1.113883.6.96”
displayName="Disease Name” xsi:type="CD”>
<qualifier>
<name code="Code meaning ‘Disease Status™
codeSystem="2.16.840.1.113883.6.96”
displayName="“Disease Status”/>
<value code="Disease Status Code”
codeSystem="2.16.840.1.113883.6.96”
displayName="Disease Status Name”/>
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F.3.4 Co-morbidity

User guidance If there is any co-morbidity (concurrent condition) or co-infection described as
part of the contraindication as it is referenced in the regulated product informa-
tion, it can be specified here using an appropriate controlled reference terminolo-
gy. The controlled term and the controlled term identifier should be specified.

Conformance Conditional

<!+ SPL header -->
<dpcument>
fomponent><structuredBody><component><section>...
subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Product --></manufacturedProduct>
<consumedIn>
<substanceAdministration1><!-- Clinical Particulars -->
<subjectOf>
<issue>
<code code=“C54346” codeSystem="2.16.840.1.113883.3.26.1.1"
displayName=“CONTRAINDICATION “/>
<text><!-- Contraindication Text --></text>
<subject>
<observationCriterion>
<code code=“44100-6" codeSystem="2.16.840.1.113883:6.1"
displayName=“Medical Problem”/>
<value xsi:type="CV” code="Co-Morbidity Code”/>,

A

F.4 Undesirable effects

Uger guidance This class should be used to describe the undesirable effects of the Meditinal
Product as descriped in the regulated product information.
Cgnformance Conditional
<!+ SPL header -->
<dpcument>
<tomponent><structuredBody><component><section>...
fsubject>

<l-- CPM body -->
<manufacturedProduct>
<manufagcturedProduct><!-- Product --></manufacturedProduct>
<consumedIn>
<substanceAdministration1><!-- Clinical Particulars -->
4subjectOf>
<issue>
<todecode=“C41332*todeSystenm="2:16-846-1+113883326-+1
displayName="ADVERSE REACTION"/>
<text><!-- Undesirable Effect Text --></text>
<risk>
<consequenceObservationCriterion>
<code code="44100-6" codeSystem="2.16.840.1.113883.6.1"
displayName="“Medical Problem”/>
<value code="Undesirable Effect as Symptom or Condition Code”
codeSystem=“2.16.840.1.113883.6.96”
displayName="“Disease Name” xsi:type=“CD"/>
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F.4.1 Undesirable effect text

User guidance The text of the undesirable effect shall be given.

Conformance Mandatory

<!-- SPL header -->

<document>
<component><structuredBody><component><section>...

<subject;
<!-- CPM
<manuf;
<manu
<consu
<subs
<sub
<iss

<c(

FacturedProduct><!-- Product --></manufacturedProduct>

<tgxt><!-- Undesirable Effect Text --></text>>

body -->
cturedProduct>

medIn>
anceAdministration1><!-- Clinical Particulars -->
ectOf>

le>
de code=“C41332” codeSystem="“2.16.840.1.113883.3.26.1.1"

HisplayName="ADVERSE REACTION"/>

F42 U

hdesirable effect as “symptom/condition/effect”

User guiglance The symptom, condition or effect in relation to;the undesirable effect as de-

scribed in the regulated product information should be specified using an appr
priate controlled reference terminology. The'controlled term and the controlled

term identifier should be specified.

Conformjance Conditional

<!-- SPL hepder -->
<document}>
<compongnt><structuredBody><component><section>...
<subject3
<!-- CPM body -->
<manuficturedProduct>
<manufacturedProduct><!-- Produgt “=></manufacturedProduct>
<consujmedIn>
<substanceAdministration1><!- Clinical Particulars -->
<subjectOf>

<isspe>
<cdde code="C41332 godeSystem="2.16.840.1.113883.3.26.1.1"

<ripk>
<donsequence@bservationCriterion>

HisplayName="ADVERSE REACTION"/>

code code="44100-6" codeSystem="2.16.840.1.113883.6.1"
displayName="Medical Problem”/>
{valye code="Undesirable Effect as Symptom or Condition Code”

A

1o Corad U 4, 0ANn 4 142000 QL
LUUCoystelll= 4.1U.07V.1.110000.U.7U

displayName="“Disease Name” xsi:type=“CE"/>

F.4.3 Symptom/condition/effect classification

User guidance The classification of the “symptom/condition/effect” can be specified. The

controlled term and the controlled term identifier should be specified using an
appropriate controlled reference terminology.

Conformance Conditional
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<issue>

<code code="“C41332” codeSystem="2.16.840.1.113883.3.26.1.1”
displayName="ADVERSE REACTION"/>

<risk>

<consequenceObservationCriterion>
<code code="Code for ‘Medical Problem’ with Classification”
codeSystem="Code System (0OID)”
displayName="“Display Name”/>
<value code="Undesirable Effect as Symptom or Condition Code”
codeSystem="2.16.840.1.113883.6.96"

displayName="Disease Name” xsi:type=“CE"/>

NOTE

shd

syinptoms.”

F.4

4 Frequency of occurrence

The purpose of this attribute is to permit the grouping of adverse effects by system ox'ether
The properties of the symptoms/conditions/effects are determined by their definition, and this cat
1l not be used to post-coordinate the clinical meaning, as in symptom = "pain” or classification =

categories.
bgorisation
abdominal

Us

er guidance

The frequency of occurrence of the “symptom/céndition/effect” can be gpecified,

using an appropriate controlled vocabulary. The'controlled term and the
trolled term identifier shall be specified.

con-

Cq

nformance

Conditional

<

A

+ SPL header -->
<dpcument>
fomponent><structuredBody><component><sections:
fsubject>
<!-- CPM body -->
<manufacturedProduct>

<manufacturedProduct><!-- Product --></manufacturedProduct>

<consumedIn>

<substanceAdministration1><!-- Clinic¢al Particulars -->

<subjectOf>
<issue>

<code code="C41332” codeSystem="2.16.840.1.113883.3.26.1.1”
displayName="ADVERSE REACTION"/>
<text><!-- Undesirable Effect Text --></text>

<risk>

<consequencéObservationCriterion>
<code code=44100-6" codeSystem="2.16.840.1.113883.6.1"
displayName=“Medical Problem”/>
<valugreode="Undesirable Effect as Symptom or Condition Code”
codeSystem="2.16.840.1.113883.6.96”
displayName="“Disease Name” xsi:type=“CE"/>

<subjectOf>
<frequency>

<code code="Code meaning Frequency”™
codeSystem="Code System (0OID)"/>

<value code=“Frequency Code” codeSystem="Code System (0ID)”
displayName="“Frequency Name” xsi:type="CV”/>

F.4.5

Population specifics

This class should be described as in F.2.7.
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F.5 Interactions

User guidance This class should be used to describe the interactions of the Medicinal Product
and other forms of interaction as described in the regulated product information.

Conformance Conditional

<!-- SPL header -->
<document>
<compongnt><structuredBody><component><section>...
<subject;
<!-- CPM body -->

<manuficturedProduct>
<manufacturedProduct>
<!-- Mgdicinal / Pharmaceutical Product -->
</manfifacturedProduct>
<consujmedIn>
<subsfanceAdministration1><!-- Clinical Particulars -->
<subjectOf>

<isspe>

<cdde code="Interaction Type with Management Action Code” codeSystem="Cdde'System (0OID)”
HisplayName="Interaction Type / Management Action Name”/>
<tgxt><!-- Interaction Text --></text>
<ripk>

<donsequenceObservation>
code code="44100-6" codeSystem="2.16.840.1.113883.6.1” displayName="“Medical Problem”/>
{value code="Interaction Effect as Symptom or Condition Code™codeSystem="2.16.840.1.113883.6.96"

A

displayName="Interaction Effect Display Name” xsi:type=CE"/>
{subjectOf>
<frequency>
<code code="Code for ‘Interaction Incidence” />
<value code="Interaction Incidence (Code)” xsi:type="CV” codeSystem="Code System (0OID)”
displayName="“Interaction Incidence (Display Name)”/>
</frequency>

1/subjectOf>
</lconsequenceObservation>

</njisk>

<sybject>
<qubstanceAdministrationCriterien>

consumable>

kadministrableMaterial>

<administrableMaterialKind>

A

<code code="Interactant Value (Code)”
codeSystem=“Interactant Code System (0ID)” displayName="Interactant Value Name”/>

</administrableMaterialKind>
</administrableMaterial>
consumable>

</substanceAdministrationCriterion>
</dubject>

</ispue>
</subjectOf>

A

F.5.1 Interactions text

User guidance The text of the interaction in accordance with the regulated product information
should be provided.
Conformance Mandatory
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<substanceAdministration1><!-- Clinical Particulars -->
<subjectOf>
<issue>
<code code="Interaction Type with Management Action Code”
codeSystem="“Code System (OID)”
displayName="“Interaction Type / Management Action Name”/>
<text><!-- Interaction Text --></text>

F.5.2 Interactant

User guidance This element should be used to describe the specific medication, foodor|labora-
tory test that is the secondary interactant of the interaction as described in the
regulated product information.

The code system being used to describe the secondary intera¢tant shall pe spec-
ified using an appropriate identification system and the individual valuelfrom
the code system that describes the actual interactant,shall be specified ysing a
controlled term identifier and a controlled term.

Conformance Conditional

<substanceAdministration1><!-- Clinical Particulars -->
<subjectOf>
<issue>

<code code="Interaction Type with Management Action Gede”
codeSystem="“Code System (OID)”
displayName="“Interaction Type / Management Action Name”/>

<risk>

<subject>

<substanceAdministrationCriterion>
<consumable>
<administrableMaterial>
<administrableMaterialKind>
<code code="Interactant Value/(Code)”
codeSystem="Interactant Code System (0OID)”
displayName="Intefactant Value Name”
</administrableMaterialKind>
</administrableMaterial>
</consumable>
</substanceAdministrationCriterion>
</subject>
</issue>
</subjectOf>

F.3.3 Interactions type

Userguidance The type of interaction in line with the regulated product information should be
described using amappropriate comntrotted Teference vocabutary:

Conformance Conditional

<substanceAdministration1><!-- Clinical Particulars -->
<subjectOf>
<issue>
<code code="Interaction Type” codeSystem="Code System (OID)” displayName="Interaction Type”/>
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F.5.4 Interactions effect

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

Conformance Conditional

<substanceAdministration1><!-- Clinical Particulars -->
<subjectOf>
<issue>
<code cqde="Interaction Type” codeSystem="Code System (0OID)” displayName="Interaction Type “/>
<risk>
<consefjuenceObservation>
<code|code="44100-6" codeSystem="2.16.840.1.113883.6.1” displayName="“Medical Problem”/>
<valug¢ code="Interaction Effect as Symptom or Condition Code” codeSystem=“2.16.840.1.113883.6.96
displayName="“Interaction Effect Display Name” xsi:type="CE"/>

F.5.5 Interactions incidence

User guiglance The incidence of the interaction in accordance with the régulated product infor-
mation should be described using an appropriate controlled reference vocabulary.

Conformiance Conditional

<substancgAdministration1><!-- Clinical Particulars -->
<subjectOf>
<issue>
<code cqde="Interaction Type” codeSystem="Code System (OID)*~displayName="Interaction Type “/>
<risk>
<consefjuenceObservation>
<subjgctOf>
<fredquency>
<codle code="Code for ‘Interaction Incidence”>
<value code="Interactions Incidence (Code)”’xsi:type="CV” codeSystem="Code System (OID)”
displayName="Interaction Incidence (Display Name)”

F.5.6 Mpanagement actions

User guiglance The actions to provide management of the interaction in accordance with the
regulated product information should be described.

Conformjance Conditional

<substancgAdministration1><!-- Clinical Particulars -->
<subjectOf>
<issue>
<mitigatedBy>
<requirement>
<code code="Management Action Code” codeSystem="Code System (OID)” displayName="Management Action Name”/>
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Annex G
(normative)

Organisation

G.J‘l Generat
Whe

never a class is described as an “organisation”, the following general set of infor@%n should be
specified for the appropriate instance of the organisation. This information is appl}gi eto
authorisation holder, Medicines Regulatory Agency and Manufacturer/Establi

marketing
ment.| Regional

gujdance/implementation shall determine the exact role to be utilised for orga ion identification.

%)

Figure G.1 — Organisation detailed description diagram

G.2 Organisation

User guidance An entity responsible for any regulated activity related to a Medicinal Product as
defined by a medicines regulatory agency within a given region/jurisdiction.
Information on organisation shall be provided.

Conformance Mandatory
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<someRole>
<confidentialityCode code=“B” codeSystem="2.16.840.1.113883.5.25"/>
<someOrganisation>
<id extension="Identifier” root="Identifier System”/>
<name>Weckerle GmbH</name>
<addr><!-- Address -->
<streetAddressLine>address</streetAddressLine>
<city>city</city>
<state>state</state>
<postalCode>postal code</postalCode>
<countrf code="country code” codeSystem="1.0.3166.1.2.3">country name</country>
</addr>
<contactParty>
<code cqde="Role Code” displayName="Role Name”
code$ystem="Role Code System OID” />
<telecorh value="tel:Telecom Telephone Number”/>
<telecorh value="mailto: Telecom Email Address”/>
<contacfPerson>
<namepName of Contact Person</name>

G.2.1 Identifier

User guiglance The unique identifier of the organisation shall be provided. An international cod
ing system for unique organisation identifiers eanbe used

Conformiance Mandatory

<someRolep
<someOrganisation>
<id extenjsion="Identifier” root="Identifier System”/>

G.2.2 Name

User guiglance The name of the organisation shall be provided in text.
Conformance Mandatory

<someRole>
<someOrggqnisation>
<name>[rugCo</namey

G.2.3 Address

User gui1iance The address of the organisation shall be provided. The use of the ISO data type

for Addroccacic cnacifiad
oA EEFesSSesIs-Speciieas

Conformance Mandatory

<someRole>
<someOrganisation>

<addr><!-- Address -->
<streetAddressLine>address</streetAddressLine>
<city>city</city>
<state>state</state>
<postalCode>postal code</postalCode>
<country code="country code” codeSystem="1.0.3166.1.2.3">country name</country>

</addr>
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G.2.4 Confidentiality indicator

User guidance The confidentiality level of the organisation information can be specified using
an appropriate controlled vocabulary. The controlled term and a term identifier
should be specified.

Conformance Conditional

<someRole>

A

FonfidentialityCode code="“B” codeSystem="2.16.840.1.113883.5.25"/>

G.2.5 Geographic coordinates

User guidance ISO 67009 is the international standard for representation of latitude, longitude
and altitude for geographic point locations.
Cgnformance Optional

G.2.6 Contact

User guidance This class is used to specify a contact person from within the organisatipn and
the role of that person.
Cgnformance Conditional

<spmeRole>

bomeOrganisation>

fcontactParty>

<code code="Role Code” displayName="Role Name”
codeSystem="Role Code System OID” />
<telecom value="tel:Telecom Telephone Number”/>
<telecom value="mailto: Telecom Emqit Address”/>
<contactPerson>

<name>Name of Contact Person<jname>

A

G.2.6.1 Name

User guidance The name of the contact person shall be provided. The use of the ISO datp type for
person name is specified.

Conformance Conditional

<spnmieRole>
< ~nmof)rgnn1'cnf-1'nn
<contactParty>
<contactPerson>
<name>Name of Contact Person</name>

G.2.6.2 Telecom

User guidance The telecom information (telephone, e-mail, etc.) of the contact person shall be
provided.
Conformance Mandatory
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<someRole>
<someOrganisation>
<contactParty>
<telecom value="tel:Telecom Telephone Number”/>
<telecom value="mailto: Telecom Email Address”/>

G.2.6.3 Role

User guidanee Therole-of-the-contactperson-withinthe-erganisationin-the-contextof-the Me
dicinal Product being described should be specified using a suitable controlléd
vocabulary. The controlled term and the controlled term identifier shouldbe
specified.

Conformiance Mandatory

<someRole>

<someOrgfnisation>
<contactParty>
<code cqde="Role Code” displayName="“Role Name”
code$ystem="Role Code System OID” />

G.2.6.4 (onfidentiality indicator

User guiglance The confidentiality level of the contact person's information can be specified
using an appropriate controlled vocabulary. The controlled term and a term idep-
tifier should be specified.

Conformjance Conditional

<someRole>
<confidentialityCode code=“B” codeSystem=£2.16.840.1.113883.5.25"/>

G.2.7 Other locations

User guiglance This class)is used to specify one or more other significant locations of the organii-
satiofirand the role of that location.
Conformiance Conditional
<someOrganiSation>
<otherLocation>

<id root="Complete Globally Unique Identifier or Identifier System (OID)”
extension="Identifier in Identifier System”/>
<code code="Location Role Code” displayName="“Role Name”
codeSystem="Role Code System OID” />
<addr><!--Location Address --></addr>

G.2.7.1 Location name

User guidance The name of the organisation shall be provided in text.

Conformance Conditional
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<someRole>
<someOrganisation>

<name>DrugCo</name>

G.2.7.2 Location address

User guidance

The address of the location of the organisation should be provided using a stand-
ardised structured address format.

Cgnformance

Mandatory

A

tomeOrganisation>
fotherLocation>

<addr><!-- Location Address --></addr>

G.2.7.3 Location role

User guidance

The role of the location within the organisatigh in the context of the Medicinal
Product being described should be specifiéd using a suitable controlled yocabu-
lary. The controlled term and the contrglled term identifier should be spgcified.

Conformance

Mandatory

A

tomeOrganisation>
fotherLocation>

<code code="Location Role Code” displayName="Rale Name”
codeSystem="Role Code System OID” />

G.2.7.4 Identifier

User guidance

The unique\identifier of the location can be provided. An international cdding sys-
tem for'unique organisation identifiers can be used per regional requireipents.

Conformance

Conditional

fotherLocation>

<id root="6Gomplete Globally Unique Identifier or Identifier System (OID)”
extension="Identifier in Identifier System”/>

G.2.7.5" Geographic coordinates

User guidance ISO 6709 is the international standard for representation of latitude, longitude
and altitude for geographic point locations.
Conformance Optional
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Annex H
(normative)

Manufacturer/establishment

H.1 Geterai

This annek describes the manufacturer and/or establishment information for a Medicinal Produgt.
-
Medicirjal Product Manufacturer / Manufacturing / icines
Establishment Business latory Agency
(Organisation) Operation (Organisation)

The Medigd

Establishments which undertake various Manufacturing Operations in order to produce a Medici

Product. ]

NOTE

a) Mledicinal Product;

b) o

c) package item (container);

d) o

£) i

In HL7 SH
author. W
marketing

— mark

— owne

e) rIanufactured item;

Figure H.1 — Manufacturer/establishment section high‘level diagram

inal Product is associated with Organisation informatien for one or more Manufacturersg

hese are overseen by an appropriate Medicines Regulatory Agency.

Figure 19 can be associated with the following classes:

ackaged Medicinal Product;

ackage (component);

gredient.

L, all establishments are written as (indirectly) associated with the responsible docum
thin this context, the responsible document author of a regulated document is ultimately
F authorisation holder. There are traditionally four levels of organisations:

etingauthorisation holder (also called “labeller”), the author/represented organisation;

or
nal

bnt
he

/operator of manufacturing facilities/establishments (also called “registrant”);

— manu

— agent
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facturing facility/establishment;

representative and importer of foreign manufacturing facility/establishment.
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As applicable, these organisations shall be supplied in an SPL document at the appropriate level of

nesting as shown in the following template:

<!-- SPL header -->
<document>

<author>
<assignedEntity><!-- Authorisation Holder Organisation -->

<representedOrganisation>
<assignedEntity><!-- Establishment Owner/Operator Organisation -->

<assignedOrganisation>
<assignedEntity><!-- Manufacturer / Establishment Organisation -->

document

If 3 higher-level organisation is not included, the respective level is still included in the SPL
without any further elements.
EXAMPLE Only marketing authorisation holder and manufacturer facility, no owner/operator:

<!4- SPL header -->
<document>

Author>
cassignedEntity><!-- Authorisation Holder Organisation -->

<id extension="Identifier” root="Identifier System”/>

<name>Alpha DrugCo</name>

<representedOrganisation>
<assignedEntity><!-- Establishment Owner/Operator Organisation -->

<assignedOrganisation>
<assignedEntity><!-- Manufacturer / Establishment Qrganisation -->

<id extension="Identifier” root="Identifier System”/>
<name> Alpha-1 MFR</name>

nufacturer/establishment organisations are linked with one or more manufacturing ope¢
e or more Medicinal Products as shown in thié following outline:

A

on

<!+ SPL header -->
<dpcument>

huthor>
assignedEntity><!-- Authorisation Holder Organisation -->

<representedOrganisation>
<assignedEntity><!-- Establishment Owner/Operator Organisation -->

<assignedOrganisation>
<assignedEntity><!-- Manufacturer / Establishment Organisation -->

<confidentialityCod€ code="B” codeSystem="2.16.840.1.113883.5.25"/>
<assignedOrganisation>...</assignedOrganisation>

<performance
<actDefinition><!-- Manufacturing Operation -->

<code cade=“Operation Type Code” displayName="Operation Type Name”
codeSystem="Operation Type Code System OID”/>
<product>

<l=»CPM body -->

<manufacturedProduct>
<manufacturedMaterialKind><!-- Medicinal Product Reference -->

<code code="MPID"” codeSystem="MPID Code System OID"/>
</manufacturedMaterialKind>
<manufacturedProduct>
</product>
</actDefinition>
</performance>

A
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The MPID provided in the Medicinal Product reference serves as a reference to the MPID included with
full description in the body of the SPL document further below:

<component><structuredBody><component><section>...
<subject>
<l-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product -->
<code code="MPID#1” codeSystem="MPID Code System OID”/>
<!-- MPID full description -->
</manufacturedProduct>
</manu facturedProduct

</subject

\

This way|the many-to-many association between manufacturing facilities/establishmentscand their
operationf on different Medicinal Products can be freely specified.

<!-- SPL hepder -->
<document}>
<author>
<assigneflEntity><!-- Authorisation Holder Organisation -->
<repres¢ntedOrganisation>
<assigrjedEntity><!-- Establishment Owner/Operator Organisation -->
<assignedOrganisation>

<assignedEntity><!-- Manufacturer / Establishment Organisation -->
<confidentialityCode code="B” codeSystem="2.16.840.1.113883.5.25"/>
<asdignedOrganisation>...</assignedOrganisation>
<peyformance>
<adtDefinition><!-- Manufacturing Operation -->
<dode code="Operation Type Code” displayName="Operation Type Name”

codeSystem="Operation Type Code System OID"/>

roduct>

i-- CPM body -->

manufacturedProduct>

<manufacturedMaterialKind><!-- Medicinal Product Reference -->
<code code="MPID” codeSystem="MPID Codé.System OID"/>
</manufacturedMaterialKind>

A
AN

</manufacturedProduct>
</lproduct>
</dctDefinition>
</p¢rformance> <performance>
<adtDefinition><!-- Manufacturing Operation -->
<dode code="Operation Type)Code” displayName="Operation Type Name’
codeSystem="Operation Type Code System OID"/>

J

roduct>

[-- CPM body ->>

manufacturedProduct>

kmanufactiredMaterialKind><!-- Medicinal Product Reference -->
<code eode="MPID#1” codeSystem="MPID Code System OID"/>
</manpfacturedMaterialKind>

<dmanhufacturedProduct>

N
A NS

< hroduct </actDefinition
/P 7

</performance>

</assignedEntity>

<assignedEntity><!-- Manufacturer / Establishment Organisation -->
<confidentialityCode code=“B” codeSystem="2.16.840.1.113883.5.25"/>
<assignedOrganisation>...</assignedOrganisation>

<performance>
<actDefinition><!-- Manufacturing Operation -->
<code code="Operation Type Code” displayName="Operation Type Name”
codeSystem="Operation Type Code System OID"/>
<product>
<!-- CPM body -->
<manufacturedProduct>
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<manufacturedMaterialKind><!-- Medicinal Product Reference -->
<code code="MPID#2" codeSystem="MPID Code System OID"/>
</manufacturedMaterialKind>
<manufacturedProduct>
</product>
</actDefinition>
</performance>
<performance>

<actDefinition><!-- Manufacturing Operation -->
<code code="Operation Type Code” displayName="Operation Type Name’
codeSystem="Operation Type Code System OID”/>
Broduct
r
<!-- CPM body -->
<manufacturedProduct>
<manufacturedMaterialKind><!-- Medicinal Product Reference -->

<code code="MPID#1” codeSystem="MPID Code System OID"/>
</manufacturedMaterialKind>
<manufacturedProduct>
</product>
</actDefinition>
</performance>
</assignedEntity>
</assignedOrganisation>

)

</assignedEntity>
</representedOrganisation>
{/assignedEntity>
author>
Component><structuredBody><component><section>...
fsubject>

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Medicinal Product #1 -+>
<code code="MPID#1” codeSystem="MPID Code System OID"/>
<!-- MPID definition -->

JANREAY

</manufacturedProduct>
</manufacturedProduct>
{/subject>

subject>
<!-- CPM body -->
<manufacturedProduct>

<manufacturedProduct><!-~ Medicinal Product #2 -->
<code code="MPID#2” codeSystem="MPID Code System OID"/>
<l-- MPID definition -=*
</manufacturedProddct>
</manufacturedProduct>
{/subject>

H.2 Manufacturer/establishment (organisation)

Manufacturer / P
Medicinal Product AN M ing / !

Medicines Regulatory
(Organisati - Operation Type: CD Agency (Organisation)
L= M ing Authorisation R Number: I1[0..1]
- Effective Date: TS [0..1]
- Confidentiality Indicator: CD [0..1]

Figure H.2 — Manufacturer/establishment section detailed diagram
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User guidance

A Medicinal Product shall be associated with one or more manufacturers/es-
tablishments. The information related to the manufacturer/establishment for
the organisation undertaking the particular manufacturing operation should be
described using the pattern for organisation described in Annex G.

NOTE Manufacturer/establishment (organisation) can be associated with the

following classes:
— Medicinal Product;

— packaged Medicinal Product;

— package item (container);
— package (component);
— manufactured item;

— ingredient.

Conformjance Mandatory for Medicinal Product

Conditional for other classes

<!-- SPL hepder -->
<document>
<author>
<assigneflEntity><!-- Authorisation Holder Organisation -->
<repres¢ntedOrganisation>
<assigriedEntity><!-- Establishment Owner/Operator Organisation s>
<assignedOrganisation>
<assignedEntity><!-- Manufacturer / Establishment Organisation -->
<asdignedOrganisation>
<ngme>Company ABC</name>
</agsignedOrganisation>
<pefformance>
<adtDefinition><!-- Manufacturing Operation=->
<dode code="..."” displayName="BATCH RELEASE”
codeSystem="..."/>
</3ctDefinition>
</p¢rformance>
</asdignedEntity>
<assignedEntity><!-- Manufacturer// Establishment Organisation -->
<confidentialityCode code="B” ¢6deSystem="2.16.840.1.113883.5.25"/>
<asdignedOrganisation>
<ngme>Company DEF</name>
</agsignedOrganisation>
<pefformance>
<adtDefinition><*Manufacturing Operation -->
<dode code=¥..,” displayName=“RE-LABELING”
codeSystem=".."/>

H.2.1 Mlanufacturing/business operation

establishment organisation should be specified.

User guidance The manufacturing operation being undertaken by the particular manufacturer/

Conformance Mandatory

H.2.1.1 Operation type

User guidance The type of manufacturing operation shall be specified using a suitable con-
trolled vocabulary. The controlled term and the controlled term identifier shall
be specified.

Conformance Mandatory
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<l-- SPL header -->
<document>
<author>
<assignedEntity><!-- Authorisation Holder Organisation -->
<representedOrganisation>
<assignedEntity><!-- Establishment Owner/Operator Organisation -->
<assignedOrganisation>
<assignedEntity><!-- Manufacturer / Establishment Organisation -->
<confidentialityCode code="B” codeSystem="2.16.840.1.113883.5.25"/>
<assignedOrganisation>...</assignedOrganisation>
<performance>
<actDefinition><!-- Manufacturing Operation -->
<code code="Operation Type Code” displayName="Operation Type Name”
codeSystem="Operation Type Code System OID”/>

H.2.1.2 Manufacturing authorisation reference number

User guidance The reference number of the authorisation for manufacturing or equivalent shall
be specified in text.
Cgnformance Conditional
<!+ SPL header -->
<dpcument>
<puthor>

fassignedEntity><!-- Authorisation Holder Organisation ->
<representedOrganisation>
<assignedEntity><!-- Establishment Owner/Operator Organisation -->
<assignedOrganisation>
<assignedEntity><!-- Manufacturer / Establishment Organisation -->
<assignedOrganisation>...</assignedOrganisation>
<performance>
<actDefinition><!-- Manufacturing @peration -->
<subjectOf>
<approval>
<id extension="Manufacturing Authorisation Reference Number”
root="Reference Numwibér System OID"/>

H.2.1.3 Effective date

User guidance The effective date of the manufacturing authorisation stated in the attribute
above shall be specified. Complete dates consisting of day, month and yepr shall
be specified using the ISO 8601 date format.

Conformance Conditional

<!-- SPL header -->
<document>
<author>
<assignedEntity><!-- Authorisation Holder Organisation -->
<representedOrganisation>
<assignedEntity><!-- Establishment Owner/Operator Organisation -->
<assignedOrganisation>
<assignedEntity><!-- Manufacturer / Establishment Organisation -->
<assignedOrganisation>...</assignedOrganisation>
<performance>
<actDefinition><!-- Manufacturing Operation -->
<effectiveTime value="Effective Date”/>
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H.2.1.4 Confidentiality indicator

User guidance The level of confidentiality of the manufacturing operation can be specified using
an appropriate controlled vocabulary. The controlled term and a term identifier
should be specified.

Conformance Conditional

<!-- SPL header -->

<document
<author>

<assigne

<repres

>

HEntity><!-- Authorisation Holder Organisation -->
bntedOrganisation>

<assigrjedEntity><!-- Establishment Owner/Operator Organisation -->
<assignedOrganisation>
<assignedEntity><!-- Manufacturer / Establishment Organisation -->
<confidentialityCode code="B” codeSystem="2.16.840.1.113883.5.25"/>
<asdignedOrganisation>...</assignedOrganisation>
When thg confidentialityCode with code = "B” is present, it means the organisation information] is
confidentjal to this file. If the confidentialityCode is absent or if the nullFlavor attribute is providgd,
then the cpompany is not confidential.
Confidentjal:
<assignedEntity><!-- Manufacturer / Establishment Organisation.-*>

<coq
<asf{

fidentialityCode code="B” codeSystem="2.16.840.1.113883.5,25"/>
ignedOrganisation>...</assignedOrganisation>

Not confid

ential

<assi
<as{

onedEntity><!-- Manufacturer / EstablishmentOrganisation -->
ignedOrganisation>...</assignedOrganisation>

or

<assi
<co
<as{

pnedEntity><!-- Manufacturer /Establishment Organisation -->
fidentialityCode nullFlavor=“NI"y/>
ignedOrganisation>...</assignédOrganisation>

NOTE

a) not menmtioning the corfidentiality code will leave whatever confidentiality assumption that existed befor

b) by sped

H.3 Me

The difference between the two examples is the following:

licines regulatory agency (organisation)

ifying confidentiality code as null clears the indicator that may have been previously set.

User guidance

The medicines regulatory agency which oversees a specific manufacturing opera-
tion should be described using the pattern for organisation described in Annex G.

Conform

ance Conditional
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