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Foreword

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

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 gives guidelines for implementing ISO 11616, 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 of 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 gata—etements
support a
products.
of identifier repositories. Reference is made to regional guidance/implementation guides, tovsuppprt
practical implementation within a given region/jurisdiction. The development of an 150 technikal
report foy identifying core principles for the maintenance of identifiers and termscfor' ISO IDMH is
to be deyeloped and referenced for applicable ISO IDMP standards and corresponding technical
specificatjons.
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Health informatics — Identification of medicinal products
— Implementation guidelines for ISO 11616 data elements
and structures for the unique identification and exchange
of regulated pharmaceutical product information

1

Scope

Thiis document defines the concepts required to associate pharmaceutical products with’an aj
sef of PhPID(s) in accordance with ISO 11616.

Ph

hrmaceutical identifiers and elements are to represent pharmaceutical products as repres

Mddicinal Product as indicated by a Medicines Regulatory Authority. The suite of ISO IDMP

can be applied to off-label usage of Medicinal Products, but is currently outside of the scg
dofument.
Reference to ISO 11238, ISO 11239, ISO 11240 and ISO 11615 and HL7 messaging stand|

Re
Pr
do
2

Th

ference Information Model (RIM), HL7 V3 Common Produ¢t Model (CPM) and HL7 V3 S
pduct Labelling (SPL) can be applied for pharmaceutical-product information in the cont
Cument.

Normative references

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

propriate

ented in a
standards
pe of this

ards, HL7
tructured
bxt of this

ir content

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

un

Hated references, the latest edition of the’referenced document (including any amendment

ISP 3166-1, Codes for the representationof names of countries and their subdivisions — Part 1: Coy

ISQ 11238, Health informatics — Identification of Medicinal Products — Data elements and stri
thq unique identification and exchange of regulated information on substances

ISQ 11239, Health informatics — Identification of Medicinal Products — Data elements and strt
thg unique identification-and exchange of regulated information on pharmaceutical dose forn
presentation, routesofadministration and packaging

IS) 11240, Health-informatics — Identification of Medicinal Products — Data elements and stri
the unique identification and exchange of units of measurement

IS(

thq unigue identification and exchange of regulated Medicinal Product information

5) applies.
ntry codes

ictures for

ictures for
s, units of

ictures for

11615, Health informatics — Identification of Medicinal Products — Data elements and structures for

ISO/TS 19844, Health informatics — Identification of Medicinal Products — Implementation guidelines
for data elements and structures for the unique identification and exchange of regulated information on
substances

ISO/TS 20440, Health informatics — Identification of Medicinal Products — Implementation guide for
IS0 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

ISO/TS 20443, 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

©lI
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3 Terms and definitions

No terms and definitions are listed in this document.

ISO and IEC maintain terminological databases for use in standardization at the following addresses:

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

IEC Electropedia: available at http://www.electropedia.org/

4 Confiormance

— Mandptory: Defining elements necessary for the unique identification of Medicinal Products per the
[SO IDMP standards/technical specifications.

— Conditional: Conditional applies to the “within category” data elements, as applicable, when there
are alternative data sources for a given data element(s) to identify a medicinal/pharmaceutical
prodyct. Regional implementation of the ISO IDMP standards/technical specifications may elevate
the cqnditional conformance categories to “mandatory” per regional requirements.

— Optiopal: When listed at the category level (e.g. specified substance],~optional corresponds|to
ISO categories or data elements that are not absolutely necessary foi~the unique identificatiorn| of
medig¢inal/pharmaceutical products according to the ISO IDMP standards/technical specifications.
Regiopnal implementation of the ISO IDMP standards/techni¢al specifications may elevate the
optional conformance categories to “mandatory” or “conditignal” per regional requirements.

5 Congepts required for the unique identification of pharmaceutical products

5.1 General considerations for elements required for the unique identification of

pharmageutical products

This clauge, along with Annex A and Anne%JB, describes the elements and messaging required| to

uniquely identify and characterise a pharmaceutical product. It provides the requirements to suppprt

pharmaceutical product identificationsExamples are given in Annex C.

Pharmaceutical product identification (PhPID) shall be based on the following subset of elements that

describe the pharmaceutical preduct (see Figure 1):

a) activd substance(s)/specified substance(s);

NOTE The substanee(s) within the ingredient role “active” and “adjuvant” are utilised to define the PhRID.

b) strength(s), sttength units (units of measurement and/or unit of presentation);

c) refergnce strength(s) includes reference substance(s) (i.e. active moiety and its corresponding
strength);

d) administrable dose form;

e) medical device, when it is a component of a Medicinal Product.

5.2 Principles required for the unique identification of a pharmaceutical product

The following principles for the unique identification of a pharmaceutical product shall apply:

a)

a Medicinal Product may relate to one or more pharmaceutical products as part of a treatment
regime [e.g. a kit, which might be a combination pack containing vaginal tablets (500 mg) and an
external vaginal cream (10 %)];

© ISO 2017 - All rights reserved
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b) the characterisation of the pharmaceutical product(s) based on the active substance(s)/specified
substance(s), the (reference) strength thereof, the administrable dose form(s), and the medical
device (e.g. a scaffolding for cell-based products) being part of the Medicinal Product (e.g.
drug/device combination);

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

d) the association of the regulated (investigational) Medicinal Product and the pharmaceutical
prndnr‘f(c) ncing the thln(c)

6 | Identifying characteristics for the identification of pharmaceutical products

6.1 Pharmaceutical product identification strata and levels

PhPID sets shall be represented within two strata (active substance strattim and specified substance

strjatum), both of which contain four PhPID identification levels, for.each pharmaceuticgl product

coptained in a Medicinal Product.

PhPID sets shall be generated using the substance standard (see\1SO 11238 and ISO/TS 19844), the

strlength and administrable dose form section (see ISO 11239-and ISO/TS 20440) and the| unit(s) of

mdasurement standard (see ISO 11240) as illustrated belows

Reference strength shall be repeated in both PhPID strata;The reference strength shall be defived from

the active moiety/moieties of an active substance(s) depending on the specific product charagteristics.

All the PhPID strata can be described at four different levels from 1 to 4 as shown in Table 1.

Table 1 —Four levels of PhPID
PhPID_SUB_L1 — substance(s)

PHPID active PhPID_SUB_L2 — Supstance(s) + strength + reference strength

sulbstance PhPID_SUB_L3.—+substance(s) + administrable dose form

stratum PhPID_SUB_L4 — substance(s) + strength + reference strength

+ administrable dose form
PhPID_SpSUB_L1 — specified substance(s)

PHPID specified PhPID_SpSUB_L2 - specified substance(s) + strength + reference strength

substance PhPID_SpSUB_L3 - specified substance(s) + administrable dose form

stratum PhPID_SpSUB_L4 — specified substance(s) + strength + reference strength

+ administrable dose form
A phatmaceutical productmayreferto-a-drug thatisassociated-with-amedical deviceIn-this instance,

the device term and term ID (i.e. unique device identifier) shall be displayed with the active substance(s)
and specified substance(s) terms for the product at all applicable PhPID levels. This association shall
be made by directly associating the assigned PhPIDs to a Medicinal Product and its corresponding
MPID/PCID as outlined in ISO 11615 and ISO/TS 20443.

Strength is not applicable to a device.

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

A pharmaceutical product may refer to a drug that is associated with an adjuvant (e.g. vaccine). In this
instance, the adjuvant term and term ID shall be displayed with the active substance(s) and specified
substance(s) terms for the product at all applicable PhPID levels. This association shall be made by

© IS0 2017 - All rights reserved
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directly associating the assigned PhPIDs to a Medicinal Product and its corresponding MPID and PCID
as outlined in ISO 11615 and ISO/TS 20443.

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

Administrable dose form is derived from the pharmaceutical product.

Placebos shall be captured as active substances when utilised as a comparator. Regional implementation
guides will provide more information as some regional regulation defines what is considered a placebo
or active substance.

6.2 PhlhD specified substance

As descriped in ISO 11238, specified substance(s) shall capture detailed characteristics' of sin]Elle
substancgs or the composition of material that contains multiple substances or multiple physical for
The elemgnts necessary to define specified substances shall be divided into four groups to facilit
implemenjtation.

These groups are described as follows.

a) Specified Substance Group 1. Elements shall be used to describe material that contains multi
substhnces, solvents used in the preparation of herbal or allergenicextracts, specific marker
signature substances present in plant or animal derived materials, the physical form of a substan
when(relevant, and any properties essential to the description{of'the material.

The dlement groups used to define a Specified Substahee Group 1 shall include constituer
physifal form and property.

NOTE[1l  This grouping of elements allows for the definitions of many materials in commerce thatare u
in the fformulation of Medicinal Products.

b) Specified Substance Group 2. Group 2 elements shall be used to capture the manufacturer of eitl
a subgtance or Specified Substance Group-f-along with minimal manufacturing information.

The 1

synthletic, extractive, recombinant), production system type (i.e. cell line, plant or animal tiss

and p

NOTE
the di

c) Speci
the sa

Group
of ma

The

hinimal manufacturing information shall include the overall production method type

Foduction system (specificcell line).

2 Group 2 elements'would allow the tracking of the substance to the manufacturer. It also alld
tinguishing of synthetic’peptides from recombinant peptides and the capture of the product cell li

ied Substance/Group 3. Group 3 elements shall capture the grade of the material along w|
urce that defines the given grade.

Ferialy

rade for each pharmacopoeia shall be a separate substance if a pharmacopoeia monogrg

S.

hte

ple
or
ce,

Its,

ced

ner

i.e.
ie)

WS
ne.

ith

3 elements shall be used to distinguish specific pharmacopoeia grades and technical gragles

ph

related to a substance is not harmonised.

NOTE

3 For most active pharmaceutical substances, generally recognised pharmacopoeias are USP,

Eur. or JP. For herbal substances, the grades would be standardised, quantified and unstandardised.

Ph.

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

© ISO 2017 - All rights reserved
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NOTE 4 The specific information described for Specified Substance Group 4 is often submitted in

regulatory submissions in an unstructured manner that is difficult to capture and organise.

The fields

developed here will attempt to organise and structure the data in a manner that will facilitate its use in both
review and compliance activities. It is anticipated that the suite of ISO IDMP standards will extend into more
granular regulatory content as adoption increases by stakeholders and the standards extend deeper into

additional regulatory and clinical use cases over time.

6.3 Pharmaceutical product specified substance identification (PhPID SpSub)

The PhPIDs for specified substance(s) shall be generated from three of the four groups (Groups 1 to 3)

ids

Grpups 1, 2, and 3 contain necessary data elements for more detailed pharmaceuticg

idd

Grpups 1 to 3, as assigned to an active substance(s), shall be utilised within-this doc
phhrmaceutical product identification with corresponding PhPIDs attributed as.applicable.

Gropup 4 is a more comprehensive level of substance identification that is n6t necessary for the
of pharmaceutical product identification and shall not be utilised for PhPID generation.

Sp
ph

Gr
an

IS(
pr
Sp

AT
of

6.4

Thie relationships within the-elements of a pharmaceutical product shall respect the

cal

e VWV ICITTIT 1O

ntiied-withinlS0-11238-and1S0/TS19844

ntification which supports the scope and purpose of this document.

pcified substance information shall be represented with the activé substance(s) element
hrmaceutical product and within a Specified Substance Group 1,’as applicable.

pups 2 and 3 shall be associated directly with the activeysubstance(s) of a pharmaceutic
1 to a Specified Substance Group 1 as applicable.

pduct classes. See ISO 11238 and ISO/TS 19844‘for detailed information related to subs
ecified substance elements and identification.

egion may further refine the requirementsin relation to specification of specified substang
his document at implementation such‘that this information is to be specified only if requir

. Cardinality
dinality:

a PhPID has one administrable dose form (cardinality relationship: 1..1);

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

unit of measurement is not applicable.

a PhPID has one or more active substances (cardinality relationship: 1..%);

1 product

iment for

purposes

5 within a

h] product

/TS 19844 addresses the assignment and association of specified substance groups f¢r defined

tance and

es as part
ed.

following

NOTE This is often used specifically at the point of delivery to the patient in cases where a guantitative

aPhPID has one or more active Qppr‘ifind substances (r‘ardina]ify rn]afinnchip- 1 *);

a PhPID has one strength (cardinality relationship: 1..1) based on one to many active substances or

specified substances (cardinality relationship: 1..%);

For liquid preparations, the strength (presentation) and strength (concentration) shall both be
represented.

A separate PhPID shall be generated to represent the strength concentration, i.e. per unit volume as
applicable. This shall be known as the product code concept as it represents a calculation of the strength

©lI
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presentation of a liquid preparation (i.e. total volume per container) as authorised by a medicines
regulatory agency.

— a PhPID has one to many reference strengths (i.e. active moieties with a corresponding strength)
(cardinality relationship: 1..*) as it relates to the strength of one to many active substances/specified
substances (cardinality relationship: 1..*).

6.5 Representation of strength concentration

For liquid preparations, strength shall be represented by both the total volume of the container

concentraftion per unit volume (e.g. 1 ml) using strength (concentration). For PhPID generation\3
assignment, the strength shall be expressed per total volume per container (MPID and PCID)} with

as authoqf y ict T y AU ity ust i T

correspor]
and 4. Bot

a pharmageutical product.

The strength concentration per unit volume shall be calculated from the strengthZper total volumg

the conta
product a

APhPID s
this unit

presentat
concept ¢
where wh
the streng

The stren
volume at
productd

The calcu
at all app

this document.

See Anney

6.6 Ph4

The PhPI
utilises th
in accord
administe

ding strength concentration per unit volume represented in every instance of PhRID"Level
h representations shall be considered mandatory elements when illustrating thé strength

ner and presented at all PhPID levels where strength is represented-in accordance with
ithorisation by a Medicines Regulatory Agency.

nall be generated to represent a strength concentration per unitvolume regardless of whetl
volume is additionally represented as strength per an actual volume within a contail
on. This PhPID will be an abstract PhPID and shall be referred to as a pharmaceutical prod
pde (PPCC). The PPCC is necessary to support e-prescribing/e-dispensing activities in ca
at is prescribed is simply a given strength concentration per unit volume with no reference
th per total volume per container as authorised byza Medicines Regulatory Agency.

bth per unit volume shall be included as a data‘element and mapped to the strength per to

hta.

ation and mapping of strength concelitration per unit volume to the strength per total volu
icable PhPID levels shall be addressed during regional implementation and maintenancg

[ D for examples of represéntation of strength.

rmaceutical product identifier (PhPID)

D is a globally~unique identifier assigned at the level of the pharmaceutical product 4
e identifying characteristics as outlined below. For products that need to be reconstituf
ance with\the authorisation by a Medicines Regulatory Authority before they can
red, the\PhPID shall refer to the characteristics of the product after reconstitution.

rth
nd
he
s 2
of

of
he

her
ner
Lict
ses
to

tal

all applicable PhPID levels to support the.interoperability and exchange of pharmaceutical

me
of

nd
ed
be
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PhPID_SUB

Legend Substance Set

I:‘ Substance Stratum = 1o + Substance: CD
l:‘ + Name: 5T 4+ Role: CD i
Specified Substance Stratum + Administrable Dose Form: CD [0..1] - . )

D Strengths + Strength {Concentration): RTO<PQ,PQ=[0..1] *+  Confidentiali e

+ Strength {Presentation): RTO<PQ,PQ=[0..1]

+ Unit of Presentation: CD'[0..1]

1.=
Reference Strength
PhPID Set

oz Reference Substance: CON [0..1]

S+ MName: ST Reference Strength: RTO=PQ,PQ=

Daferacce db oot

e CDIn o

Reference Specified Substance: CD [0..1]

Reference Strength Measurement Point: 5T [0..1]

PhPID_SpSUB

-
~ e

Specified Substance Set

10 11

Name: ST

Administrable Dose Form: CD [0..1]

Strength {Concentraticn): RTO<PQ, PG [0..1]
Strength {Presentation): RTO<PQ, PQ> [0..1]
Unit of Presentation: CD [0..1]

Specified Substance: CD (8]
Role: CD
Confidentiality Indicgtag¥CD [0..1]

This can either be
omitted or has to have
&l 4. In effect {0 or 4)".

TE For more detailed information regarding the spegific* data elements classifying a

ining attributes for pharmaceutical product identification and assignment of PhPIDs.

f  PhPID algorithm and product code con¢ept

inputs.

eration as applicable. The conceptual representation, illustrating an MD5 digest, is a pipe

ge
seiuence of form c6de (dose form), followed by the active ingredients separated by the “pipe

ive ingredient code and the strength.

e non-proprietary name shall be included as part of the PhPID substance level nomenclatu

readabl

gth. In additio

human

v O

t and device name can be described as part of

nomenclature as applicable.

NO

TE For examples of PhPID for products containing adjuvant(s) and device(s), please refer

implementation guides.
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Figure 1 — Detailed model of the pharmaceutical productidentification (PhPID)

e PhPID algorithm can be created by computing the MD5 digest over a data structure desd
ntifying characteristics for pharmaceutical product identification as described in ISO 1161
cument. MD5 hash codes are a 128 bit{16 byte) number which, in hexadecimal presentaltion, is 32
its long. The hexadecimal digits are-formatted in groups of 8-4-4-4-12 digits separated by

generate a single, unique PhPID;-it is necessary to define rules for each of the elements {

ure 2 shows a concepttal tepresentation of the PhPID algorithm. Please note that this g

e PhPID nomenclature shall be represented by the non-proprietary namg

particular
bPments are

ribing the
6 and this

hyphens.

o be used

onceptual

resentation does notepresent all inputs (e.g. adjuvants or devices) which are also definling PhPID

delimited
delimiter”

) in alphabetic.order of their substance code (e.g. UNII). Each active ingredient is represented by the

[e.

(e.g. INN,
ngth, and
the PhPID

to regional
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Substance 1 Substance 2 Substancen
|

[ ]
Substa t Alphabetic order
Sk nce ID e -- of UNlicode

NCl thesaurus | UNII UNII
In pUt code code code

Normalized
unit

Normalized
unit

MDS5 is @ widely used algorithm for hash

MDS function.

o . Hash Function can map digital dataof an
dlgestlon arbitrary size to digital data of a fixed size, with

slight differences in input data producing very
big differences in output data.

PhPID code (example)

(0] Utput 128 bit (16 byte) number which, in hexadecimal presentation, is 32 digits long
formattedin groups of 8-4-4-4-12 digits separated by hyphens
~Globally Unique Identifier (GUID)

Figure 2 — Conceptual representation of the.PhPID construction

7 Ingredient, substance and strength

7.1 General considerations

This clauge describes the ingredients of the'pharmaceutical product through its representations|as
the manufactured item(s) as indicated within a jurisdiction (see ISO 11615) and the pharmaceutical
product(s).

The ingredients class and assocjated active substance, specified substance, strength and refereice
strength flasses are used in the further description of manufactured item as indicated withip a
jurisdictign (see ISO 11615) andpharmaceutical product class.

Any active substance(s)cy-specified substance(s) shall have its strength specified in accordance wijith
the pharmaceutical preduct information as applicable. Additionally, strength can be further specifjed
by description of reference strength. This shall be specified where applicable in accordance with the
pharmaceutical product information.

EXAMPLE Raracetamol 600 mg can be represented as 0,6 g in one jurisdiction and 600 mg in another
jurisdictioh, but will be assigned identical PhPID sets as the strengths are identical but with differfnt
representations.

When described, reference strength shall specify the active substance and specified substance that it
references.

Pharmaceutical product and their ingredients as well as the device and adjuvant ingredients of interest
are represented within the UML model in the manner shown in Figure 3.

Messaging relating to ingredient, substance and strength shall be in accordance with Annex A.
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Substance

Manufactured tem

- Substance: CD

d - S
P N
— // B, 1
Reference Strength
Ingredient Strength rence Streng
- " One of either — - Reference Substance: CD [0..1]
e 0.1 Substance or Specified | |~ ::::£ Pt R ol - Reference Specified Substance: CD [0..1]
= genic Indicator: BL [0.. Substance must be - ( °t°; i soT)'o : ) = 0.*| . Reference Strength: RTO<PQ,PQ>
= - present 2 Ceas:r?rgle)no ol [0-1] - Reference Strength Measurement Point: ST [0..1]
ST N = e ] - Reference Strength Country: CD [0..]
” Y s
Pharmaceutical Product \ /’/
0.*
N Wi Must be a Reference
Strength when itis an
Specified Substance active ingredient
~ Specified Substance: CD

7.2 Ingredient

- Specified Substance Group: CD
- Confidentialty Indicator: CD [0..1]

Figure 3 — Ingredients, substance and strength section detailed description diagram

There shall be one instance of the ingredient class for each actual ingredient of either the manufactured

item or pharmaceutical product.

7.2.1 Ingredient role

User guidance The role of the ingredient as part oftthe manufactured item/pharmaceiitical

product shall be specified using atrappropriate controlled vocabulary. [The con-
trolled term and a term identifier shall be specified.

There is a constraint that.each ingredient shall be further described as|either an
active substance(s) or aspecified substance(s).

Example(s) — Active substance
— Adjuvant
Cgnformance Mandatory
oD Substance/specified substance code concept per regional implementatjon of

[SO 11238 and ISO/TS 19844.

Table 2 lists the ingredient codes applicable to PhPID; the codes are included in the full Upper case

letfers exactly as spe€ified in Table 2.

Table 2 — Ingredient roles (classCodes)

Code Description

ACT}I Active ingredient — ingredient that has the pharmacological action. Use only if basis df strength
cannot be specified; otherwise, use ACTIB, ACTIM, or ACTIR.

ACHIR - Active ingredient where the entive substanceisthe basisof strength oo nronranglolhudi-ochloride
quantified as the propranolol hydrochloride salt.

ACTIM |Active ingredient, where the active moiety is the basis of strength, e.g. amoxicillin trihydrate
equivalent to 250 mg anhydrous amoxicillin.

ACTIR |Active ingredient, where another reference substance is the basis of strength, e.g. metoprolol
succinate quantified by amount of metoprolol tartrate with the equal amount of metoprolol active
moiety.

AD]JV  |Adjuvant — ingredient which augments or promotes the pharmacological effect of the active
ingredient(s) without itself being considered active (typically used with vaccines).
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7.2.2 Substance

A substance can be specified for an ingredient in the role described.

User guidance The substance shall be described in accordance with 1SO 11238, ISO/TS 19844
and its resulting terminology. A term and a term identifier shall be used.

NOTE For further details, refer to ISO 11238 and ISO/TS 19844.

Example(s) — Insulin human
— Amoxicillin trihydrate
Conformpance Mandatory
oID Substance/specified substance code concept per regional implementation

guidelines for ISO 11238 and ISO/TS 19844.

7.2.3 Specified substance
A specifief substance can be specified for an ingredient in the role described.

NOTE The overall specified substance category is optional. The conformancecriteria below correspond to
jurisdictions which chose to implement specified substance category in their respeetive regions.

User guiglance When a specified substance is described, it.shall be presented in accordance
with I1SO 11238, ISO/TS 19844, and its resnlting terminology. A term and a terjm
identifier shall be used.

NOTE For further details, refer to,ISO 11238 and ISO/TS 19844.
Example(s) — Specified Substance Group-¥’simeticone

— Specified Substance Gréup 2: insulin human crystalline — rDNA
manufacturer A

— Specified Substan¢e Group 3: water for injection (USP)

— Specified Substance Group 4: insulin human crystalline — rDNA
manufacturerA— highly purified (USP) — produced by three critical processgs

Conformjance Conditional

OID Substance/specified substance code concept per regional implementation
guideliiies for ISO 11238 and ISO/TS 19844.

7.2.4 S]recified substance group

User guihance The group to which a specified substance is assigned in accordance with
ISO 11238, ISO/TS 19844, and its resulting terminology can be specified. A terfjm
and a term identifier shall be used.

Example(s) — Specified Substance Group 1
— Specified Substance Group 2
Conformance Conditional
0oID Substance/specified substance code concept per regional implementation

guidelines for ISO 11238 and ISO/TS 19844.
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7.2.5 Confidentiality indicator

2017(E)

User guidance

stance(s) is determined to be confidential/trade secret.

The confidentiality level of the substance/specified substance information
described for the ingredient can be specified using an appropriate controlled
vocabulary. The controlled term and a term identifier shall be specified. It is
applicable for the all the strata when the active substance(s) and specified sub-

Example(s) — Confidential
— Trade secret
— No restriction

Conformance Mandatory

(0] 1) Substance/specified substance code concept per regional implementatjon
guidelines for ISO 11238 and ISO/TS 19844.

7.2.6 Strength

The strength of the substance or specified substance shall be specified as a quantity of the

substance/specified substance present in a given pharmaceuticak'product. A numerator
numerator unit as well as a denominator value and denominator uiiit shall be specified.

Stilength can be expressed in two ways: strength (presentatioh)and strength (concentration).

W
re(
un

en the strength of a pharmaceutical product that has undergone a transformg
onstitution) is to be specified, it shall be specified using the strength resulting from trans
Hertaken exactly in accordance with the regulatedproduct information.

.4.7 Pharmaceutical product code conceptfor representing the normalised strength
bparations

roduct code concept PhPID as describbed for liquid preparations (e.g. volume per container
tlevel) shall be included.

 liquid preparations, the strength (presentation) and strength (concentration) shal
resented.

A geparate PhPID shall be generated to represent the strength concentration, i.e. per unit
applicable. This shall be;known as the product code concept as it represents a calculation of th
pre¢sentation of a liquid preparation (i.e. total volume per container) as authorised by a
regulatory agency.

EXAMPLE PhPID for a 5 mg/5 ml container as approved and labelled with PhPID repres
pharmaceutical product at the 1 mg/ml unit level.

NOTE All pharmaceutical products, regardless of the total volume per container, would share t

value and

tion (e.g.
formation

for liquid

and at the

both be

volume as
e strength
medicines

enting the

he product

codetoncept PhPID as an addition should the concentrations be identical. The same PhPID conformance criteria

are applicable for the creation, implementation, and maintenance of the product code concept to represent

normalised strengths for liquid preparations.

© IS0 2017 - All rights reserved
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7.2.8 Strength (presentation)

User guidance The strength (presentation) shall be specified. It is defined as the quantity or
range of quantities of the substance/specified substance present in the dosage
form, unit of presentation, or in the volume (or mass) of the single pharmaceuti-
cal product or manufactured item.

When required for expression of strength, the unit of presentation shall be
specified in accordance with ISO 11240, ISO 11239, ISO/TS 20440 and its
resulting terminology. The controlled term and a term identifier for the unit of

nracontation challhn cnnacifind 1 tha nccnciqatnd s fantiivnnd 1hams A b o A
FeSehatoh-Starue-Specieaittneassociatte ahahdaetdire aee - o priati

ceutical product.

For strength expressed using standard units, the unit of measure symholand
the symbol identifier as defined in ISO 11240 and its resulting controlled vocalb-
ulary shall be specified.

Example(s) — 20 mg (per “each” tablet — as a unit of presentation)
— 10 mg/5 ml
— 3,1g/5mlto 3,7 g/5 ml

Conformiance Mandatory

Where t};} strength is defined on the basis of a “unit of presentation”,-thie term and term identifier sHall
be used wjith the corresponding controlled vocabulary.

NOTE The “unit of presentation” is the same as the form code of the product containing the ingredient.

7.2.9 Strength (concentration)

User guiglance The strength (concentration).¢an be specified. It is defined as a quantity or
range of quantities of the substance/specified substance present per unitary
volume (or mass). For example:

— 2mg/ml;
— 1,55 g/ml tol,85 g/ml.

NOTE 1 Thisattribute is only required when the strength (presentation) at-
tribute is.valued with the denominator as a non-unitary amount. Example:

— Stfength (presentation) = 25 mg/5 ml; strength (concentration) = 5 mg/m|.

NOTE'2 For solid dose forms, strength (concentration) is generally the same 3s
stréngth (presentation) and therefore is not required to be expressed sepa-
rately; the strength (presentation) only is required. The representation of this
information is described in this clause.

When required for expression of strength, the unit of presentation shall be
specified with its corresponding controlled terminology. The controlled term
and a term identifier for the unit of presentation shall be specified in the phar-
maceutical product.

For strength expressed using standard units, the unit of measure symbol and
the symbol identifier as defined in ISO 11240 and its resulting controlled vocab-
ulary shall be specified.

Conformance Conditional

NOTE The “unit of presentation” is the same as the form code of the product containing the ingredient.
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7.2.10 Measurement point

User guidance There are Medicinal Products in jurisdictions where strength is measu
particular point (for example, the strength of the ingredient in some inhalers

is measured at a particular distance from the point of aerosolisation). I

instances, the measurement point can be described using text, as applicable.

red ata

n these

Conformance Conditional

7.2.11 Country

Us

er guidance The country or countries for which the strength and measurementipoi
valid can be specified using values from ISO 3166-1 alpha-2 codg,eleme

If a measurement point is specified, a country or countries should be d

Nt are
nts.

bscribed.

Cq

nformance Conditional

7.2
Sty

A
sp

Th
act

EX

One may quantify the active moiety relationship;to express the amount of active moiety.

.12 Reference strength
ength can be further described by reference strength.

eference strength is an expression of the strength in terms of a reference substance and a
pcified substance.

ive moiety of the ingredient.

AMPLE 1 Metoprolol succinate (190 mg) equivalentto 100 mg metoprolol tartrate.

reference

e reference strength is one of two cases. The more frequent case has the reference substance as the

EXAMPLE 2 Lithium carbonate 300 mg refers to 8,1 mmol lithium ion.

7.2.13 Reference substance

User guidance If a reference substance needs to be specified based on the regulated product
information, it shall be described in accordance with ISO 11238, ISO/T}$ 19844,
and'its resulting terminology. A term and a term identifier shall be usefl.

Caonformance Mandatory (repeated if identical to the strength of the substance)

(0] 1) Substance code concept OID

7.2.14 Reference specified substance

User gaiidance If a reference specified substance needs to be described based on the regulated
product information, it shall be described in accordance with ISO 1123|8 and its
resulting terminology-A term and a termidentifier shall be used.

Conformance Mandatory

OID data type Specified substance code concept OID

7.2.15 Reference strength

The reference strength shall be specified. A numerator value and numerator unit as well as a
denominator value and denominator unit shall be specified.

© IS0 2017 - All rights reserved

13


https://standardsiso.com/api/?name=d4cc4a3178a767ef3a4add641d860ed8

ISO/TS 2

0451:2017(E)

7.2.16 Reference strength measurement point

User guidance The reference strength measurement point, if applicable, can be described.

Conform

ance Conditional

7.2.17 Reference strength country

User guidance The country or countries for which the reference strength and measurement
point are valid can be specified using values from ISO 3166-1 alpha-2 code
clements.

If a measurement point is specified, a country or countries should be desetibeg.

Conformiance Conditional

8 Pharnmaceutical product: adjuvants and devices

8.1 Gerneral considerations

This clauge describes the Medicinal Product in terms of its qualitative and quantitative compositjon

and in th¢ pharmaceutical dose form approved for administration in, line with the regulated prodpct

informati
product”.

For certali
example, {
will conta

applicabld.

Both Med
product ¢
pharmace

The pharmaceutical product is associated with various pharmaceutical product characteristics, wh

can descr

The pharr
any devic
this case,

The phart

For messdqging, see’Annex B.

811 D

n medicines, an adjuvant or device may be associated with a pharmaceutical product,
o support the administration of the medicine. In thése instances, the pharmaceutical prod
in the adjuvant and device component information as an additional characteristic wh

cinal Product and pharmaceutical product'are represented in SPL as top-level manufactuf
lements. The Medicinal Product (with-its MPID) shall be specified first, followed by
utical product.

be various aspects of the pharmaceutical product, such as its onset of action.

haceutical product may'be associated with a device class, which represents information ab
e to support the administration of the product, and therefore is of type “integrated device”
Lhe device is in effect’an “ingredient” of the pharmaceutical product.

haceutical product is associated with a set of PhPIDs.

ptailed description of pharmaceutical product and device information

bn. These characteristics of the Medicinal Product are~referred to as “pharmaceutical

for
ict
en

ed
he

ich

put

Figures 4

14

and > show detailed descriptions of pharmaceutical product and device information.
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Ingredi Route of Administration

- Route of Administration: CD

1.

Medicinal Product Pharmaceutical Product

- Administrable Dose Form: CD
- Unit of Presentation: CD [0..1]

0.* 1.0

Product CI isti PhPID Set
- Code System: CD.codeSystem - PhPID Identifier Sets: Il
- Value: CD.code
- Status: CD[0.1]

Figure 4 — Pharmaceutical product and device secti@ getailed description diagram

Dosing and Route of Administration

- Route of Administration: CD

- First dose in humans: PQ [0..1] e'
- Maximum single dose: PQ [0..1]

- Maximum dose per day: PQ [0..1] ®

- Maximum dose per treatment period: RTO<PQ,PQ> [0..1

1
- Maximum treatment period: PQ [0..1] &
W /oo

4 A\U
xO

|
Investigational Medicinal =
Prodtet Phannaceutlciu:@
17|~ Adminisrable DogE T orp*CD
- Unit of Presentatign: [0..1]
.

.

~/

)

— PhPID Set
- Code Syst wJeSyslem
- Value: C[% - PhPID Identifier Sets: Il

1.5

%Figure 5 — Pharmaceutical product (investigational Medicinal Product) detailled
description diagram

8.1.2 Pharmaceutical product

A pharmaceutical product shall be described in terms of its qualitative and quantitative composition
and the pharmaceutical dose form approved for administration (administrable dose form) in line with
the regulated product information.

The “qualitative and quantitative composition” in other words is ingredients and parts (when there is a
device that is integral to the pharmaceutical product).

© IS0 2017 - All rights reserved 15


https://standardsiso.com/api/?name=d4cc4a3178a767ef3a4add641d860ed8

ISO/TS 20451:2017(E)

This subclause specifies information about the Medicinal Product in the dose form approved for
administration to the patient in line with the regulated product information. It also includes the
reference to the associated PhPID set(s) and the ingredient(s) for the pharmaceutical product.

8.1.2.1 Administrable dose form

User guidance This shall describe the administrable dose form in accordance with the regu-
lated product information. This is after it has undergone any necessary recon-
stitution, where applicable. The administrable dose form shall be specified in
accordance with [SO 11239, ISO/TS 20440, and the resulting terminology. Th
term and the term identifier shall be specified.

In certain instances, the administrable dose form differs from the manufac-
tured dose form when a transformation of the manufactured dose form.Has
been carried out. Example:

The manufactured dose forms of two manufactured items are described as
“powder for solution for injection” and “solvent for solution for injection” which
after transformation corresponds to the administrable dose.form “solution fo
injection”.
Example(s) — Tablet

— Capsule
— Oral solution

— Solution for injection

Conformiance Mandatory

oID Dosage form concept code OID per,regional implementation guidelines for
ISO 11239 and ISO/TS 20440.

8.1.2.2 [Unit of presentation

User guiglance The unit of presentation is a qualitative term describing the discrete unit in
which a pharmaceutical product is presented to describe strength or quanti-
ty in cases where'a quantitative unit of measurement is not appropriate. It is
a term and a term identifier as defined in ISO 11239, ISO/TS 20440, and the
resulting-terminology.

For phapmaceutical products whose strength is measured as a quantity of
weightor volume, the “unit of presentation” can be specified as the immediate
Howest level) container. For solid dose forms and other items whose strength jis
described on the basis of the amount in the unit of presentation, and which ar¢
counted in integer quantities, the unit for quantity shall be “1 unit” and the unlit
of presentation shall be the item that is counted, specified as a term and a term
identifier as defined in ISO 11239, ISO/TS 20440, and the resulting terminology.
Example{s} To describe strenath:-a spray or puff “contains 100 meg peractuation” funit

of presentation = actuation)

— To describe quantity: a bottle “contains 100 ml per bottle” (unit of presenta-
tion = bottle)

Conformance Conditional

oID Unit of presentation concept code OID per regional implementation guidelines
for ISO 11239 and ISO/TS 20440.

The pharmaceutical product is the final reconstituted form in which the product is intended to be
administered. In the case of easy-to-use products, this form is the same as the manufactured form, e.g.
an oral tablet is manufactured and intended to be administered in that same form. If a tablet is to be
dissolved in 15 ml of water, then the actual administrable dose form is a solution, i.e. the liquid, resulting
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from the dissolution of the tablet in water, an activity of reconstitution. Thus, the pharmaceutical
product’s administrable dose form should be specified as “solution” for oral route, and the ingredients
would be specified on the basis of volume of such solution. If the reconstitution instructions are
inexact or cannot be fully specified (because of “quantity sufficient ...” clauses in the reconstitution
specifications), so that the final volume and concentration of the ingredients are not known, then the
administrable dose form shall be considered a “portion” of unknown volume, i.e. in the case of the
dissolvable tablet, it would be the “portion of solution resulting from dissolving one tablet”. Then the
ingredients and administration instructions can be specified based on this countable portion.

NOTE Colloquially, even in advanced information systems, one may encounter the dose forms “tablet” or
“sopreerasedwithottrefereree o portonr s Ay beHrtattire reerstood-brtitisttimatel-ambiguous.
In fase of the “dissolvable tablet” (or lly not the

tablet. And in the case of “solution” (without reference to “portion of solution ...”), the reference guantity is
mi$sing without which ingredients and administration instructions are ambiguous, if not mednirngless, e.g. “take
ong solution in the morning” is undefined and hence defective as administration instructipn,'but “tak¢ the entire
rtion of) the solution resulting from dissolving one tablet (in any amount of diluent)’,-or in shorf, “take the
solption of one tablet in the morning” is clearer. And the more natural phrasing “take) one tablet diissolved in
waler” is still a reflection of the pharmaceutical product as the portion of water witl’the tablet disqolved in it,
ich is clearly implied by these words.

8.1.3 Pharmaceutical product characteristics

Thiis class can be used to describe various characteristics of the~pharmaceutical product, quch as its
onget of action.

8.1.3.1 (Pharmaceutical product characteristics) code system

User guidance This class can be used to describe various characteristics of the pharmlaceutical
product, such as its onset-gf action.

Conformance Optional per regional ifiplementation guidelines for ISO 11615 and ISQ 11616

oD Concept code OID per’regional implementation guidelines for ISO 1161} and
[SO 11616

8.1.3.2 (Pharmaceutical product characteristics) value

User guidance Thedndividual value from the code system that describes the actual chpracter-
igtic-shall be specified using a controlled term and a controlled term identifier
fyom the code system specified above.

E

N

ample(s) Characteristic code system: onset of action types
Characteristic value: immediate acting
Characteristic code system: regulatory classification

Characteristic value: advanced therapy

Characteristic code system: regulatory classification

Characteristic value: biologic

Conformance Optional per regional implementation guides for ISO 11615

oIiD Pharmaceutical characteristic concept code OID per regional implementation
guidelines for ISO 11615
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8.1.3.3 (Pharmaceutical product characteristic) status

User guidance This attribute describes the status of a pharmaceutical product characteristic.
It shall be specified using a controlled term and a controlled term identifier.

Conformance Optional

OID Pharmaceutical characteristic status code OID per regional implementation
guidelines for ISO 11615

8.1.4 Device (pharmaceutical product)

A pharmageutical product may refer to a drug that is associated with a medical device (e.g. drug/device,
biologic/device). In this instance, the device term and term ID (unique device identifier)shall [be
displayed|with the substance(s) and specified substance(s) terms for the product at all applicable PhPID
levels. This association shall be made by directly associating the assigned PhPIDs to a Medicinal Prodjct
and its corresponding MPID and PCID as defined in ISO 11615 and its corresponding(implementatjon
guide. It i a defining element when applicable to a pharmaceutical/Medicinal Product.

8.1.4.1 evice part

User guihance The device, if reflected in the Medicinal Product name, shall be specified as text,
where applicable.
Example|s) For the Medicinal Product name “Drug XYZ®)Precisehaler 200 mg for adults”,

the device partis “Precisehaler”.

Conformjance Conditional
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A.

The ingredients class and the associated substance, specified substance, strengthand
stijength classes are used in the further description of manufactured item and pharnracéutic

class (see Figure A.1).

In

an

An|

Sp

ISO/TS 20451

Annex A
(normative)

Messaging: Ingredient, substance and strength

:2017(E)

f—Generat

] package (component) classes.

reference
hl product

hddition, the substance class represents the value set that can be used to de§¢ribe any materials from
the device class and the materials and alternative materials attributes of the package item (

Container)

ingredient shall be specified as a substance and additionally as\any of the types of its associated
ecified substance(s). Any substance or specified substance shall have its strength specified in

ac¢ordance with the regulated Medicinal Product informatién as applicable. Additionally} strength

cap be further specified by description of a reference strength. Again, this shall be specif

ap

When described, a reference strength shall specify either the substance or the specified subs
it jeferences.

Bo

ingredients of interest, are represented in SPL in the same way:

blicable in accordance with the regulated Medicinal Preduct information.

th manufactured item and pharmaceuticabproduct and their ingredients, as well as {

ed where

tance that

he device

<!
<d|

<

fsubject>

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

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><k- Pharmaceutical Product / Manufactured Item -->
<ingredient><!-- Ingrédient -->
<quantity><!-- Stréngth --></quantity>
<ingredientSubstance><!-- Substance -->
<activeMoiety>
<!-- Reference Strength -->
</activeMeiety>
<asEduiyalentSubstance>
<!=Reference Strength -->

©lI
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Substance
Manufactured item
- Substance: CD
e
- 04 E
&
1 s 1
Refet St jth
Ingredient Strength gL
- > One of either — - Reference Substance: CD [0..1]
“ harediont RolejeD) Substance or Specified | (IR HEHUER Y ] - Reference Specified Substance: CD [0..1]
- Allergenic Indicator: BL [0..1] e m - Strength (Concentration): RTO<PQ,PQ> [0..1] 0.* |- Reference Strength: RTO<PQ,PQ>
L ~ present i zleas:r?rgeomopglm: Sui - Reference Strength Measurement Point: ST [0..1]
A \\ A oy el - Reference Strength Country: CD [0.."]
_ N o
Pharmaceutical Product \\\ P
NG 0 #
Ny e Must be a Reference
Strength when it is an
Specified Substance active ingredient
- Specified Substance: CD

- Specified Substance Group: CD
- Confidentiality Indicator: CD [0..1]

Figure A.1 — Ingredients, substance and strength section detailed description diagram

<!-- SPL hepder -->
<documentp>
<compongnt><structuredBody><component><section>...
<subject;
<!-- CPM body -->
<manufgcturedProduct>
<manufacturedProduct><!-- Pharmaceutical Product / Manufactured Item <>
<ingrgdient classCode="Ingredient Role"><!-- Ingredient -->
<quaptity><!-- Strength -- >
<nujfnerator xsi:type="URG_PQ"><!-- Strength -->
<low value="Strength Low Number" unit="Strength Unit"/>
<high value="Strength High Number" unit="Strength Unit"/>
</nymerator>
<dehominator value="Strength Denominator Number"
unit="Strength Denominator Unit"/>
</quantity>
<ingredientSubstance><!-- Substance -->
< cpde code="Substance Code" codeSystem="Code System (OID)"/>
<ngdme><!-- Substance Name --></name>
<adtiveMoiety><!-- Reference Strength (Active Moiety) -->
<duantity><!-- Reference Strength Quantity --></quantity>
<dctiveMoiety>
code code="Substance Code" codeSystem="Code System (0OID)"/>
<name><!-- Substance Name -~></name>
</lctiveMoiety>
</dctiveMoiety><!-- Refererice)Strength Quantity -->
<agEquivalentSubstance><!3- Reference Strength (Reference Substance) -->
<duantity>
<numerator xsi:types"URG_PQ"><!-- Reference Strength-->
<low value="Stkength Low Number" unit="Strength Unit"/>
<high value="Strength High Number" unit="Strength Unit"/>
numerator>
denominator value="Strength Denominator Number"
(nit="Strength Denominator Unit"/>
</jguantity>
<d afivinaCubhcotanen

SRS St HREe

<code code="Substance Code" codeSystem="Code System (OID)"/>
<name><!-- Substance Name --></name>
</definingSubstance>
</asEquivalentSubstance>
<ingredientSubstance>
<subjectOf>
<substanceSpecification><!-- Specified Substance -->
<code code="Substance Specification Code" code="Code System (OID)"
displayName="Substance Specification Name">

A

A A
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A.2 Ingredient

User guidance There shall be one instance of the “ingredient” class for each actual ingredient of
either the manufactured item or pharmaceutical product, as appropriate.

Conformance Mandatory

<!-- SPL header -->
<document>
<fomponent><structuredBody><component><section>...
fsubject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Pharmaceutical Product / Manufactured Item -->
<ingredient><!-- Ingredient 1 --></ingredient>
<ingredient><!-- Ingredient 2 --></ingredient>
<ingredient><!-- Ingredient 3 --></ingredient>

orjunder parts (manufactured item)

<!+ SPL header -->
<dpcument>
fomponent><structuredBody><component><section>...
fsubject>
<!-- 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>
<quantity><!-- Part Quantity --></quantity>
<partProduct><!-- One Part Manufactured Item -+>
<ingredient><!-- Ingredient 1 --></ingredient*
<ingredient><!-- Ingredient 2 --></ingredient>
<ingredient><!-- Ingredient 3 --></ingredient>

A

A.2.1 Ingredient role

User guidance The role ef'the ingredient as part of the manufactured item/pharmaceutiical
product should be specified using an appropriate controlled vocabulary.[The con-
trolled ferm and a term identifier should be specified.

Cgnformance Mandatory

<ingredient ¢lassCode="Ingredient Role" >

A.B Substance

User guidance A substance shall always be specified for each ingredient role described

Conformance Mandatory

<ingredient classCode="Ingredient Role"><!-- Ingredient -->
<ingredientSubstance><!-- Substance -->
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A.3.1 Substance

User guidance

The substance shall be described in accordance with ISO 11238 and its resulting
terminology. A term and a term identifier shall be used.

The ingredient refers to the role of the substance in the Medicinal Product, for

example: active or excipient. This element (substance) refers to the name of the
specific substance.

Conformance

Mandatory

<ingredienf classCode=
<ingrediejntSubstance><!-- Substance -->

<code colde="Substance Code" codeSystem="Code System (0OID)"/>
<name>t!-- Substance Name --></name>

"Ingredient Role"><!-- Ingredient -->

<ingredient classCode="Ingredient Role"><!-- Ingredient -->
<ingredi¢ntSubstance><!-- Substance -->
<code cqde="1Y17CTI5SR" codeSystem="2.16.840.1.113883.4.9"/>
<name>NSULIN HUMAN</name>

A.4 Specified substance

User guiglance

For each substance, one or more specified substance groups as described in
[SO 11238 can be described, as applicable.

In case when instead of a substaneeg, a specified substance is applicable, then

this element should be provided: Please refer to the definitions of substance and
specified substance.

Conformjance

Optional

Mandatory if a jurisdiction implements the specified substance category in
their region.

<ingredient classCode="

<subjectPf>
<substahceSpecificat

<ingredi¢ntSubstance><!-- Sibstance --></ingredientSubstance>

IngredientRple"><!-- Ingredient -->

ion><!-- Specified Substance -->
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A.4.1 Specified substance

User guidance When a specified substance is described, it shall be presented in accordance with
[SO 11238 and its resulting terminology. A term and a term identifier shall be used.

Conformance Conditional if a jurisdiction implements the specified substance category in
their region.

Example — Specified Substance Group 1: insulin human crystalline

— Specified Substance Group 2: insulin human crystalline — rDNA Manufactur-
erA

— Specified Substance Group 3: insulin human crystalline — highly purified
(USP)

— Specified Substance Group 4: insulin human crystalline — rBNA Manufactur-
er A — highly purified (USP) — produced by three critical piroeesses

NOTE For further details, see ISO 11238 and ISO/TS 19844.

A

ingredient classCode="Ingredient Role"><!-- Ingredient -->
fingredientSubstance><!-- Substance --></ingredientSubstance>
fsubjectOf>
<substanceSpecification><!-- Specified Substance -->
<code code="Substance Specification Code"
codeSystem="Code System (OID)"
displayName="Substance Specification Name">

A.b 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 specjified
substance code. One specified substance code has exactly one specifigd sub-
stance group.

Conformance Conditional if a jurisdiction implements the specified substance categoty in
their region.

A.5.1 Confidentiality indicator

User guidance The confidentiality level of the specified substance information describgd for
the ingredient can be specified using an appropriate controlled vocabulgry. The
controlled term and a term identifier shall be specified.

Canfarmance M;mdn'rm'y for regions implpmpnh’ng cppf‘ifipd Ql]th.’«lh(‘P(Q)

<ingredient classCode="Ingredient Role"><!--Ingredient -
<confidentialityCode code="B" codeSystem="2.16.840.1.113883.5.25"/>
<ingredientSubstance><!--Substance —</ingredientSubstance>
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A.6 Strength

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

Strength can be expressed in two ways: strength (presentation) and strength
(concentration).

NOTE When the strength of a pharmaceutical product that has undergone a
transformation (for example, reconstitution) is to be specified, it shall be spee-
ified using the strength resulting from transformation undertaken exactly.in
accordance with the regulated Medicinal Product information.

Conformjance Mandatory at the substance level

—
[

Mandatory at the specified substance level if a jurisdiction implements the speg
fied substance category in their region.

< ingredient classCode="Ingredient Role"><!-- Ingredient -->
<quantity><!-- Strength -->
<numerfitor xsi:type="URG_PQ"><!-- Strength -->
<low v3lue="Strength Low Number" unit="Strength Unit"/>
<high vialue="Strength High Number" unit="Strength Unit"/>
</numerfator>
<denominator value="Strength Denominator Number"
uhit="Strength Denominator Unit"/>
</quantify>
<ingredigntSubstance><!-- Substance -->
<code cqde="Substance Code" codeSystem="Code System (OID)?/>
<name>k!-- Substance Name --></name>
<activeMoiety><!-- Reference Strength (Active Moiety).-+>
<quantjty><!-- Reference Strength Quantity --></quantity>
<activgMoiety>
<code|code = "Substance Code" codeSystem="{Code System (OID)"/>
<namg¢><!-- Substance Name --></name>
</activeMoiety>
</activgMoiety><!-- Reference Strength Quantity -->
<asEquifalentSubstance><!-- RefereficeStrength (Reference Substance) -->
<quantjty>
<numerator xsi:type="URG_PQ"><!-- Reference Strength-->
<low|value="Strength Low.Number" unit="Strength Unit"/>
<high value="Strength High)Number" unit="Strength Unit"/>
</nunperator>
<denominator value="Strength Denominator Number"
unit="Strength Denominator Unit"/>
</quanfity>
<definipgSubstance>
<code|codes"Substance Code" codeSystem="Code System (0OID)"/>
<namg¢><'3- Substance Name --></name>
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A.6.1 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 product or
manufactured item.

The unit of presentation shall be specified in accordance with ISO 11239 and its
resulting terminology. The controlled term and a term identifier for the unit of
presentation shall be specified in the associated manufactured item or pharma-
ceutical product.

The unit of measure symbol and the symbol identifier as defined in IS@ 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 resultinig con-
trolled vocabulary.

Conformance Mandatory

A

ngredient classCode="Ingredient Role"><!-- Ingredient -->
fquantity><!-- Strength -->
<numerator xsi:type="URG_PQ"><!-- Strength -->
<low value="Strength Low Number" unit="Strength Unit"/>
<high value="Strength High Number" unit="Strength Unit"/>
</numerator>
<denominator value="Strength Denominator Number" unit="Dénominator Unit"/>

If the strength is specified as a simple value instead of a range, the format is much simpler:

A

ngredient classCode="Ingredient Role"><!-- Ingredieént-->

fquantity><!-- Strength -->

<numerator value="Strength Low Number" unit="Strength Unit"/>

<denominator value="Strength DenominatorNumber" unit="Denominator Unit"/>

EXAMPLE1  “10 mg/5 ml”:

A

ingredient classCode="Ingredient Role"><!-- Ingredient -->
<quantity><!-- Strength >

<numerator value="10"\unit="mg"/>

<denominator value=-5" unit="mL"/>

EXAMPLE 2 “2 mg/1 unit of presentation”

A

ingredient-classCode="Ingredient Role"><!-- Ingredient -->
cquantity><!-- Strength -->

<nurierator value="2" unit="mg"/>

<denhominator value="1" unit="1"/>

NOTE The “unit of presentation” is the same as the form code of the product containing the ingredient.
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A.6.2 Strength (concentration)

User guidance Strength (concentration) can be specified as a quantity of the substance/specified
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 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 texm
and term identifier shall be used as defined in ISO 11239 and its resultinglcon-
trolled vocabulary.

Conformiance Conditional

<ingredierjt>
<quantity><!-- Strength -->
<numerjtor xsi:type="URG_PQ"><!-- Strength -->
<low v3lue="Strength Low Number" unit="Strength Unit"/>
<high vfalue="Strength High Number" unit="Strength Unit"/>
</numefator>
<denomjnator value="Strength Denominator Number" unit="Denominator Unit"/>

If the strehgth is specified as a simple value instead of a range, the format is much simpler:

<ingrediept>
<quantity><!-- Simple Strength -->
<numerftor value="Strength Number" unit="Strength Unit"/>
<denomjnator value="Strength Denominator Number" tuit="Denominator Unit"/>

EXAMPLE[L  “2mg/1 ml™

<ingredi¢nt classCode="Ingredient Role"%<!-- Ingredient -->
<quantity><!-- Strength -->
<numefator value="2" unit="mg1/>
<denorpinator value="1" unitz*mUL"/>

EXAMPLER  “2mg/1 tablet™

<ingredignt classCode&"Ingredient Role"><!-- Ingredient -->
<quantity><!-- Strength -->
<numefator value="2" unit="mg"/>
<denorhinatopvalue="1" unit="1"/>

NOTE The “unit of presentation” is the same as the form code of the product containing the ingredient.

A.6.3 Measurement point

User guidance There are some Medicinal Products in some jurisdictions where strength is
measured at a particular point (for example, the strength of the ingredient in
some inhalers is measured at a particular distance from the point of aerosolisa-
tion). In these instances, the measurement point can be described using text, as
applicable.

Conformance Mandatory
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<ingredient classCode="Ingredient Role"><!-- Ingredient -->

<quantity><!-- Strength --></quantity>
<ingredientSubstance><!-- Ingredient Substance --></ingredientSubstance>
<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">

-

4 Val '
< LOUIIUy

User guidance The country or countries for which the strength and measurementpoint
can be specified using values from the ISO 3166-1 alpha-2 code elements.

are valid

Cgnformance Conditional

ThIS country specification is only necessary when the measurement peint“specification
thgse countries. When two observations are considered different and sych-difference is nof

by

mgasurement points as applicable in different countries will be primafily indicated by the te

of

any other attribute, then the observation code should be differenty*Therefore, the dif

he measurement point observation code.

varies in
specified
ference of
'minology

A

fquantity><!-- Strength --></quantity>
fingredientSubstance><!-- Ingredient Substance --></ingredientSubstance>
fsubjectOf>

ngredient classCode="Ingredient Role"><!-- Ingredient -->

<characteristic>
<code code="Code meaning 'Measurement Point’, country.Specific if applicable"
codeSystem="Code System OID"/>
<value xsi:type="CV" code="Measurement Point Cqd¢"
codeSystem="Code System OID" displayName="Point Name">

Th
ap

e terminology for country specific.measurement points is to be defined and maintain|
blicable maintenance organisation:

7 Reference strength

ed by the

Us

er guidance Stpength can be further described by a reference strength.

Areference strength is an expression of the strength in terms of either a
ence substance and/or a reference specified substance.

ence substance as the active moiety of the ingredient.

The reference strength is one of two cases. The more frequent case has the refer-

refer-

Cq

nformance Mandatory
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<ingredient classCode="ACTIM">
<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 (0OID)"/>
<name><!-- Substance Name --></name>
<activeMoiety>
<quantity>
<numerator value="Actual Strength Number" unit="Strength Unit"/>
<denominator value="Reference Strength Number" unit="Strength Unit"/>
</quanftity>
<activgMoiety>
<code|code="Reference Substance Code" codeSystem="Code System (0OID)"/>
<namg¢><!-- Substance Name --></name>

EXAMPLE[l  Apraclonidine hydrochloride 5,75 mg equivalent to apraclonidine base 5 mg.

<ingredig¢nt classCode="ACTIM">
<quantity>
<numefator value="5" unit="mg"/>
<denorpinator value="1" unit="1"/>
</quantjty>
<ingredjentSubstance>
< code fode="D2VW67N38H" codeSystem="2.16.840.1.113883.4.9%/>
<namep APRACLONIDINE HYDROCHLORIDE</name>
<activgMoiety><!-- Reference Substance (Active Moiety) -->
<quaﬂtity>
<nunperator value="5.75" unit="mg"/>
<denpminator value="5" unit="mg"/>
</quahtity>
<activeMoiety>
<codg code="843CEN85DI" codeSystem="2.16:840.1.113883.4.9"/>
<nanpe> APRACLONIDINE</name>

The second, less frequent case has the reference substance as another substance.

<ingrediept classCode="ACTIR">
<quantity>
<numerfitor value="Reference Strength Number" unit="Strength Unit"/>
<denomjnator value="Amount.ofProduct Number" unit="Product Unit"/>
</quantify>
<ingredi¢ntSubstance>
<code cqde="Substanceé‘Code" codeSystem="Code System (0ID)"/>
<name>k!-- Substaneeg Name --></name>
<asEquifalentSubstance>
<quantjty>
<nume¢rator value="Actual Strength Number" unit="Strength Unit"/>
<denominator value="Reference Strength Number" unit="Strength Unit"/>
</quantity>
<definingSubstance>
<code code="Reference Substance Code" codeSystem="Code System (OID)"/>
<name><!-- Substance Name -- ></name>

EXAMPLE 2  Metoprolol succinate (190 mg) equivalent to 100 mg metoprolol tartrate.
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<ingredient classCode="ACTIR">
<quantity>
<numerator value="100" unit="mg"/>
<denominator value="1" unit="1"/>
</quantity>
<ingredientSubstance>
<code code="TH25PD4CCB" codeSystem="2.16.840.1.113883.4.9"/>
<name>METOPROLOL SUCCINATE</name>
<asEquivalentSubstance><!-- Reference Strength (Reference Substance) -->
<quantity>
<numerator value="190" unit="mg"/>
<denominator value="100" unit="mg"/>
</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 relatjonship to
express the amount of active moiety.

EXAMPLE 3 Lithium carbonate 450 mg refers to 12,2 mmol lithium ion.

A

ingredient classCode="ACTIB">
Kquantity>
<numerator value="300" 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 (Actiye-Moiety) -->
<quantity>
<numerator value="12.2" unit="mmol/>
<denominator value="300" unit="mg''/>
</quantity>
<activeMoiety>
<code code="9FN79X2M3F" codeSystem="2.16.840.1.113883.4.9"/>
<name>LITHIUM</name>

A.7.1 Reference substance

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

Cgnformangce Mandatory

WTen reference substance is a moiety of the ingredient substance:

<ingredient classCode="ACTIM">
<ingredientSubstance>
<activeMoiety>
<activeMoiety>
<code code="Reference Substance Code" codeSystem="Code System (0ID)"/>
<name><!-- Substance Name -- ></name>
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When reference substance is not part of the ingredient substance:

<ingredient classCode="ACTIR">
<ingredientSubstance>
<asEquivalentSubstance>
<definingSubstance>
<code code="Reference Substance Code" codeSystem="Code System (OID)"/>
<name><!-- Substance Name --></name>

A.7.2 Reference specified substance

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

Conformiance Mandatory if a jurisdiction implements the specified substance catégory in
their region.

When refg¢rence substance is a moiety of the ingredient substance:

<ingredient classCode="ACTIM">
<ingredi¢ntSubstance>
<activeNloiety>
<activgMoiety>...</activeMoiety>
<subje¢tOf>
<substanceSpecification><!-- Specified Substance -->
<cod¢ code="Substance Specification Code"

codeSystem="Code System (OID)"
dipplayName="Substance Specification Name">

When ref¢rence substance is not part of the ingredientsubstance:

<ingredient classCode="ACTIR">
<ingredi¢ntSubstance>
<asEquifpalentSubstance>
<definipgSubstance>...</definingSubstance>
<subje¢tOf>
<substanceSpecification><!-- Specified Substance -->
<cod¢ code="Substance Specification’ Cade"

codeSystem="Code System (01))"
digplayName="Substance Specification Name">

A.7.3 Reference strength

User guiglance If-a reference strength specified substance needs to be specified based on the reg-
ulated product information, it should be described in accordance with ISO 11238
and its resulting terminology. A term and a term identifier should be used.

onformjance andatory if a jurisdiction implements the specified substance category in
CfmIa Mandatory if a jurisdiction impl ts the specified subst tegory i

thoir roeaion

eI T S5Ot

<ingredient>
<quantity><!-- Strength -->
<numerator xsi:type="URG_PQ"><!-- Strength -->
<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>
<quantity><!-- Simple Strength -->
<numerator value="Strength Number" unit="Strength Unit"/>
<denominator value="Strength Denominator Number" unit="Denominator Unit"/>

A.7.4 Reference strength measurement point

User guidance The reference strength measurement point, if applicable, should be described as

£l P2 AL D
UULIIICu 111 73.U. J.

Caonformance Mandatory if a jurisdiction implements the specified substance category in
their region.

When reference substance is a moiety of the ingredient substance:

A

ngredient classCode="ACTIM">
fingredientSubstance>
<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 reference substance is not part of the ingredient substance:

A

ngredient classCode="ACTIR">
fingredientSubstance>
<asEquivalentSubstance>
<definingSubstance>...</definingSubstance>
<subjectOf>
<characteristic>
<code code="Code meaning 'Measurement Point™
codeSystem="Code System OID"/>
<value xsi:type="CV" code="Measurement Point Code"
codeSystem="Code SystemQfD" displayName="Point Name">

A.7.5 Reference strength country

User guidance Where a reference strength country is applicable as outlined in A.6.4, it ¢an be
specified based on the ISO 3166-1 alpha-2 code elements.
Conformance Conditional

When reference substance is a moiety of the ingredient substance:

A

ngredient classCode="ACTIM">
<ingredientSubstance>
<activeMoiety>
<activeMoiety>...</activeMoiety>
<subjectOf>
<characteristic>
<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">
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When reference substance is not part of the ingredient substance:

<ingredient classCode="ACTIR">
<ingredientSubstance>
<asEquivalentSubstance>
<definingSubstance>...</definingSubstance>
<subjectOf>
<characteristic>
<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 term|nology for country specific measurement points is to be defined and maintained by"the
applicablgd maintenance organisation.
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Thiis clause describes the pharmaceutical product in terms of its qualitative andy qu
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ISO/TS 20451:

Annex B
(normative)

Messaging: Pharmaceutical product and device

General

position and in the pharmaceutical dose form approved for administration in linewith the

" certain medicines, a device can form an integral part of the pharmaceutical product

2017(E)

antitative
regulated

duct information. These characteristics of the Medicinal Product are referred tojas pharmaceutical
product.

. In these

indtances, the pharmaceutical product contains the device component\information as an pdditional

ch

A Medicinal Product is associated with the pharmaceutical product class — in terms of its ¢

an
wi

Th
pa

Thle pharmaceutical product is represented in HL7 SPL as top-level manufactured product elg

hracteristic.

l quantitative composition and the pharmaceutical dose fopm approved for administrat
'h the regulated product information.

e pharmaceutical product is the result of fully reconstituting the Medicinal Product 3

rkage items using its various manufactured items [and devices or adjuvant(s) if applicable]}

ualitative
on in line

nd all its

ments.

<

<!
<dpcument>

fsubject>

- SPL header -->
fomponent><structuredBody><component><séction>...

<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Pharmaceutical Product -->
<!-- Pharmaceutical Product/Details -->
</manufacturedProduct>
<productOf>
<reconstitution>
<consumable>
<manufacturedProduct>
<code code='PhPID" codeSystem="PhPID Code System OID"/>

Thle pharmaceutical product is associated with various pharmaceutical product characterist

Ca

The pharmaceutical product may be associated with a device class, which represents informa|

device”. The device can have a set of physical characterist

describevarious aspects of the pharmaceutical product.

«

& Ul 4 Uppu A 1 UUU Ul U U y P

ics and other characteristics associat
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ed with it.

The pharmaceutical product shall be described in terms of the ingredients it contains (see Figure B.1).
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The pharmaceutical product is associated with a set of PhPIDs, as documented in ISO 11616.

<!-- SPL header -->
<document>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manufacturedProduct><!-- Pharmaceutical Product -->
<formCode code="Administrable Dose Form code" codeSystem="Code System (OID)"
displayName="Form Name"/>
<asSpecialisedKind>
<generalisedMaterjalKind>
<cod¢ code="PhPID" codeSystem="PhPID Code System OID" .../>
</geng¢ralisedMaterialKind>
</asSpgcialisedKind>
<ingredlient classCode="Ingredient Role"><!-- Ingredient -->
<quanftity><!-- Strength -->
<nunjerator xsi:type="URG_PQ"><!-- Strength -->
<low value="Strength Low Number" unit="Strength Unit"/>
<high value="Strength High Number" unit="Strength Unit"/>
</nunerator>
<denpminator value="Strength Denominator Number"
unit="Strength Denominator Unit"/>
</quaptity>
<ingrddientSubstance><!-- Substance -->
<cod¢ code="Substance Code" codeSystem="Code System (0ID)"/>
<nanje><!-- Substance Name --></name>
<actipeMoiety><!-- Reference Strength (Active Moiety) -->
<qujintity><!-- Reference Strength Quantity --></quantity>
<activeMoiety>
<cdde code="Substance Code" codeSystem="Code System (0OID)"/>
<ngme><!-- Substance Name --></name>
</adtiveMoiety>
</actfiveMoiety><!-- Reference Strength Quantity -->
<asEquivalentSubstance><!-- Reference Strength (Reference Substaiice) -->
<quntity>
<nymerator xsi:type="URG_PQ"><!-- Reference Strength-:>
<lpw value="Strength Low Number" unit="Strength Unit"/>
<Nigh value="Strength High Number" unit="Strength Unit/'/>
</rlumerator>
<dgnominator value="Strength Denominator Number*
unit="Strength Denominator Unit"/>
</qyantity>
<definingSubstance>
<cdde code="Substance Code" codeSystems="Code System (0ID)"/>
<ngme><!-- Substance Name --></name>
</ddfiningSubstance>
</asHquivalentSubstance>
<ingrddientSubstance>
<subjgctOf>
<substanceSpecification><l=)Specified Substance -->
<code code="SubstancéSpecification Code" code="Code System (OID)"
diisplayName="Substance Specification Name">
</ingrddient>
<part>k!-- Devicefas integral part of the Pharmaceutical Product --></part>
</manufacturedRreduct>
<subjecfOf>
<charafteristic>
<!-- Plarmaceutical Product Characteristics -->
<code code="Characteristic Code™ codeSystem="Code System (OID]"/>
<value Characteristic Value (Various Attributes) />
</characteristic>
</subjectOf>
<consumedIn>
<substanceAdministration>
<routeCode code="Route Code" codeSystem="Code System (OID)"/>
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Ingredient Route of Administration

- Route of Administration: CD

1.*

Medicinal Product Pharmaceutical Product

. |- Administrable Dose Form: CD
- Unit of Presentation: CD [0..1]

B.2 Pharmaceutical product

0.* 1.0

Product C| isti PhPID Set

- Code System: CD.codeSystem - PhPID Identifier Sets: Il
- Value: CD.code
- Status: CD [0..1]

N
S

Figure B.1 — Pharmaceutical product and device secth detailed description diag

2017(E)
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Us

er guidance A pharmaceutical product s @’]T be described in terms of its qualitative a
titative composition and-tlte pharmaceutical dose form approved for adn
tion (administrable dos orm) in line with the regulated product inform

The “qualitative aq%}uantltatlve composition” in other words is ingredi
parts (when the(@ a device that is integral to the pharmaceutical prod

nd quan-
hinistra-
ation.

ents and
ict).

A

Cgnformance Mandatory .
@

<!+ SPL header --> .

<dpcument> O

:omponent><struc@%&ody><c0mponent><section>...

Esubject>
<!-- CPM bod Q
<manufactu roduct>

WsplayNamef'Form Name"/>
ingredient><!-- Ingredient --></ingredient>
><l-- ice (asintegral part) --></part>

<manu edProduct><!-- Pharmaceutical Product -->
<for e code="Administrable Dose Form code" codeSystem="Code System (0OID)"
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B.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,
where applicable. The administrable dose form shall be specified in accordance
with [SO 11239 and the resulting terminology. The term and the 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-

riedont—Example-Themanufactured-doseformsoftwo-manufactureditemsat
described as “powder for solution for injection” and “solvent for solution for,inx
jection” which after transformation corresponds to the administrable doseform
“solution for injection”.

Conformiance Mandatory

NOTE In certain instances, the administrable dose form differs from the manufactured dose form, i.¢. a
transformdtion of the manufactured dose form has been carried out.

EXAMPLE The manufactured dose forms of two manufactured items refer to apowder and a solvent, whlich
after transformation correspond to the administrable dose form solution for injection.

<l-- SPL header -->
<documernt>
<component><structuredBody><component><section>...
<subject>
<!-- CPM body -->
<manufacturedProduct>
<manfifacturedProduct><!-- Pharmaceutical Product -->
<forthCode code="Administrable Dose Form code" codeSystem="Code System (OID)"
displayName="Form Name"/>

B.2.2 Unit of presentation

User guiglance The unit of 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 phatimaceutical products whose strength is measured as a quantity of

weightt-0r volume, the “unit of presentation” can be specified as the immediate
(logwest level) container. For solid dose forms and other items whose strength ig
déescribed on the basis of the amount in the unit of presentation, and which are
counted in integer quantities, the unit for quantity should be “1 unit” and the urit
of presentation should be the item that is counted, specified as a term and a terin
identifier as defined in the ISO 11239 and the resulting terminology.

Conformianee Conditional

Practical experience

EXAMPLE1 To describe strength: spray/puff; “contains 100 mcg per actuation” (unit of presentation =
actuation).

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
aerosol dispensed by one actuation of the dispenser”. That is the actual administrable dose form and
the thing for which ingredients per actuation can be specified as well as the thing that is referenced
in the unambiguous administration instructions (e.g. “take one puff three times a day before meal”).
Having any incongruence between administrable dose form and “unit of presentation” would likely
be semantically incorrect and practically confusing. In particular, it is incorrect to assume for any
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practical purpose that the pharmaceutical product, i.e. the item actually administered is the “inhaler”
(the patient does not administer the inhaler as a whole) nor is just the “solution (or powder) for
inhalation” (the patient does not measure out an arbitrary amount of the solution (or powder). It is only
correctly specified as the “puff” (in common parlance) or, precisely, the “portion of aerosol delivered
by one actuation of the dispenser”. Note further that common parlance terms “spray” or “aerosol” or
“actuation” are inferior of the initially less scientific-sounding “puff”; the “spray” does not necessarily
imply a metered portion (e.g. a common spray bottle with continuous actuation), and an “aerosol” does
not imply any defined portion, and, finally, “actuation” strictly denotes an action and not the material
dispensed by the said action.

Th
S0
no
ne

s to unambiguously specify the amount of ingredient, if it is still desired that a conventi
in be included, it can be done using the translation element of quantity as follows$. \But| this shall
Uer be a substitute for an unambiguously specified pharmaceutical product form ¢ode.

<n

A

A

anufacturedProduct>

ormCode code="Code for 'Portion Delivered by Pump Spray Actuation™
codeSystem="Code System (OID)" displayName="SPRAY">

ngredient classCode="ACTI">

fquantity>

<numerator value="100" unit="ug"/>
<denominator value="1" unit="1">
<translation value="1" code="Code for ‘Actuation™
codeSystem="Code System (0OID)" displayName="ACTUATION [U6P]"/>

EX

AMPLE 2 To describe quantity: bottle; “contains 100 ml perdottle” (unit of presentation = bottlg).

Thiis is a perfect anti-example showing why “unit of*presentation” where not fully redundant only

lea

pr
ph
w3

As
pa

hrmaceutical product. The only reason for specifying “bottle” was if the administrable
s in fact “bottle”.

a package, if the need for specifying {bottle” as a count noun is determined, this can be d
ckage specification of the manufactiited product as follows:

ds to mistakes when specified. After having distiniguished manufactured item from pharrhaceutical
duct, it is highly unlikely that “bottle” is the ‘correct description of the appearance of the true

Hose form

bne on the

A

anufacturedProduct>
hcContent>

fquantity>

<numerator value="100" unit="ug"/>
<denominator value="1"unit="1">
<translation value=}"¢ode="Code for 'Bottle' as 'Unit of Presentation""
codeSysteni="Code System (OID)" displayName="BOTTLE [UoP]"/>
</denominator>

{/quantity>

containerRacakagedProduct>
<formCode code="Code for 'Bottle’ as package type"
codeSystem="Code System (OID)" displayName="BOTTLE">

B.3Pharmaceutical product characteristics

B.3.1 (Pharmaceutical product characteristics) code system

User guidance This element should be used to describe various characteristics of the pharma-
ceutical product, such as its onset of action.
The code describing the type of characteristic shall be specified using an appro-
priate identification system.

Conformance Optional
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B.3.2 (Pharmaceutical product characteristics) value

User guidance This element should be used to describe various characteristics of the pharma-
ceutical product, such as its onset of action.

The individual value from the code system that describes the actual character-
istic should be specified using a controlled term and a controlled term identifier
from the code system.

Conformance Optional

<!-- SPL hepder -->
<document>
<compongnt><structuredBody><component><section>...
<subject;
<l-- CPM body -->
<manufjcturedProduct>
<manufacturedProduct><!-- Pharmaceutical Product --></manufacturedProduct>
<charjcteristic>
<!-- Bharmaceutical Product Characteristics -->
<cod¢ code="Pharmaceutical Product Characteristic Code"
codeSystem="Pharmaceutical Product Characteristic Code System (0OID)"/>
<valye Characteristic Value (Various Attributes) />

B.3.3 (Hharmaceutical product characteristics) status

User guiglance This attribute describes the status of a pharmaceutical product characteristic. [t
shall be specified using a controlled term and a controlled term identifier.

Conformiance Optional

B.4 Device

For pharmaceutical products, only in those situations where the associated Medicinal Producy is
combined| with a medical device and where the pharmacological, immunological or metabolic actjon
should be|considered as the principalimode of action should the medical device presented as part of the
Medicinal|Product be described, using the device, physical characteristics and other characteristjics
classes. The details of these three classes are as described in ISO 11615 and ISO/TS 20443. For
products where this occurs fe:g! the skin scaffold situation), the device is in effect being considefed
as an “ingredient” of the pharmaceutical product, and is therefore described here, because it will[be
referencedl in the PhPID4ddentification of the pharmaceutical product.
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