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Review of Identification of Medicinal Products (IDMP) Standards for Standardization
of Herbal Medicine Information
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ABSTRACT

Objectives : The purpose of this study was to apply informations related to herbal medicines to IDMP (Identification
of Medicinal Products), an ISO standards related to medicinal products substances, for systematic collection of data
through the integration of informations on distribution, manufacturing, and management of herbal medicines,
Methods : By analyzing ISO 11238 and ISO/TS 19844, elements that can be used in the information model of herbal
medicine were derived from the identification of medicinal products information model on substances, The labeling
specified in the safety and quality control regulations for herbal medicines was mapped to the IDMP information model,
and ginseng was applied as an example,

Results | Herbal medicine corresponded to substance in IDMP, Among the five types of substances specified by IDMP,
herbal medicines were expressed as structurally diverse, Scientific name was used as an invariant property of herbal
medicine, and the substance level included information about source material and modification, and specifically included
information about the scientific name, medicinal part, fraction, and processing. In addition, the specified substance
level had information on the constituents, characteristic attributes, manufacturing, and grade of the herbal medicine.
Conclusions : It is necessary to establish a code system for identifying herbal medicines, In order to apply the IDMP
standards, research on the development of standard terms is required to express the characteristics of herbal medicines,
In addition, information for identification of herbal medicines is also required, and information from production to
consumption should be systematically accumulated and managed for actual application,
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Code Title
ISO 112389 Health informatics — Identification of medicinal products — Data elements and structures for the
unique identification and exchange of regulated information on substances
Health informatics — Identification of medicinal products — Data elements and structures for the
ISO 11239” unique identification and exchange of regulated information on pharmaceutical dose forms, units of

presentation, routes of administration and packaging
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Code

Title

ISO 112407

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

ISO 11615

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

ISO 11616'?

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

ISO/TS 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 ISO 11239 data
elements and structures for the unique identification and exchange of regulated information on
pharmaceutical dose forms, units of presentation, routes of administration and packaging

ISO/TS 20443

Health informatics — Identification of medicinal products — Implementation guide for ISO 11615 data

elements and structures for the unique identification and exchange of regulated Medicinal Product
information

ISO/TS 204519

Health informatics — Identification of medicinal products — Implementation guide for ISO 11616 data
elements and structures for the unique identification and exchange of regulated pharmaceutical
product information

m 2 3
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2, Iy 7% TF F X IDMP substance 29| ufj

IDMP9] S & 7Fs4d< 7Hesth7] flste s &% WA W A 5 4 TekEel i 4 2 FAVIA 87
Hor) Bug EAste] IDMP o] igstgich, ohet dokdl  Boll thste] A3 dobd) obd 9 EA vl 1Y 0] FES
Arol Py BE P wdo BAR A, kA Fwel  wlw, B4ste] IDMP Zdo| mjB gt (Table 3),

Table 3. Mapping table of herbal medicine safety and quality control regulations with IDMP information

Safety and quality control

. . . IDMP
regulations for herbal medicines
Item Level Class Attribute
~ N manufacturer name
Az2AA AE SSG2 organisation utacture
manufacturing role
A ZAA F4 SSG2 organisation N/A
A2AA AstAs SSG2 organisation N/A
L manufacturer name
A= AR SSG2 organisation utacture
manufacturing role
SSG1 substance name substance name
A&
substance name substance name
SSG1 constituent constituent substance name
family
genus
organism species
(A aA)shy intraspecific type
substance intraspecific description
kingdom
organism general phylum
& & class
order
manufacturing type
- . production method
X 2 f;
FANE SSG manufacturing production method description
production system
AzHZ SSG2 manufacturing version

attribute type

h teristic attribut .
characteristic attribute attribute name

A&7 8k SSG1 .
. attribute parameter name
attribute parameter .
attribute parameter value
FH(E ) N/A
|4 N/A
55 N/A
A1 oA N/A
A% N/A
i N/A
ax N/A
.. . ttribute t
characteristic attribute a r% ute type
attribute name
Z| AEp SSG1 .
. attribute parameter name
attribute parameter R
attribute parameter value
de t.
a8 4
HAA SSG1 characteristic attribute attribute type

attribute name
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Safety and quality control

regulations for herbal medicines IDMP
Item Level Class Attribute
HA = N/A
Axrddd N/A
5470 sopy 871 N/A

N/A : Not available

3. IDMP 29< o] &3 ¢l4te] X 58
IDMP substance B@] F22 o|aal7] $Jsto] QI4re itz 714te] vlojel S 43sta IDMP 7ho|=atelo] whe

BHEE 22 7253519 HTable 4).

Table 4. Example of tabular format of IDMP substance model for ginseng

%

H

Element Name

Value

Data Format

Element Group: Substance

Substance 1D 12345678 (Artificial ID) 11
Substance Type Structurally Diverse CD
Element Group: Substance Name
Substance Name (Herbal drug) Panax ginseng, Root ST
Substance Name Type Other CD
Language en CD
Substance Name Domain Drug, Botanical CD
Jurisdiction KP CD
Element Group: Substance Name
Substance Name (Herbal drug) BIEY ST
Substance Name Type Official CD
Language ko CD
Substance Name Domain Drug, Botanical CD
Jurisdiction KP CD
Element Group: Reference Source
Public Domain Yes BL
Reference Source Type KP CD
Reference Source Class Official Name Source CD
Element Group: Source Materia
Source Material Class Botanical CD
Source Material Type Plant CD
Source Material State Live CD
Organism ID PG123456 (Artificial ID) II
Organism Name Panax ginseng C, A, Meyer ST
Parent Substance ID PGR123456 (Artificial ID) 11
Parent Substance Name (fresh) Panax ginseng C. A, Meyer, Root ST
Development Stage Mature plant stage CD
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Element Group: Organism

Family Araliaceae CD
Genus Panax CD
Species ginseng CD
Element Group: Author
Author Type Species Primary Author CD
Author Description C. A, Meyer ST
Element Group: Organism General
Kingdom Plantae CD
Phylum Tracheophyta CD
Class Magnoliopsida CD
Order Apiales CD
Element Group: Part Description
Part Root CD
Specified Substance Group 1 Information
Specified Substance Group 1 ID GINSENG12345678 (Artificial ID) I
Element Group: Substance Name
Substance Name Panax ginseng C, A, Meyer, Root, Dry ST
Substance Name Type specified Substance Group 1 CD
Language en CD
Substance Name Domain Drug, Botanical CD
Jurisdiction KR CD
Element Group: Constituent
Constituent Substance 1D 12345678 (Artificial ID) 11
Constituent Substance Name Panax ginseng, Root ST
Language en CD
Substance Role Parent substance CD
Is Defining Yes BL
Element Group: Characteristic Attribute
Attribute Type Particular Herbal CD
Attribute Name Degree of Comminution ST
Is Defining Yes BL
Element Group: Amount
Non Numeric Value Cut and sliced ST
Element Group: Characteristic Attribute (Repeat)
Attribute Type Particular Herbal CD
Attribute Name Process State ST
Is Defining No BL
Element Group: Amount
Amount Type Exact CD
Amount Text Natural dried at 20C for 3 days ST
Element Group: Characteristic Attribute (Repeat)
Attribute Type Particular Herbal CD
Attribute Name Country of Origin ST
Is Defining Yes BL
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Element Group: Amount

Non Numeric Value Republic of Korea ST
Element Group: Characteristic Attribute (Repeat)
Attribute Type Particular Herbal CD
Attribute Name Geographical Location ST
Is Defining Yes BL
Element Group: Amount
Non Numeric Value Geumsan—gun, Chungcheongnam—do ST
Element Group: Characteristic Attribute (Repeat)
Attribute Type Particular Herbal CD
Attribute Name Wild/Cultivated ST
Is Defining Yes BL
Element Group: Amount
Non Numeric Value Cultivated ST
Element Group: Characteristic Attribute (Repeat)
Attribute Type Particular Herbal CD
Attribute Name Harvest Time ST
Is Defining Yes BL
Element Group: Amount
Amount Type Approximate CD
Amount Text September—COctober ST
Element Group: Characteristic Attribute (Repeat)
Attribute Type Particular Herbal CD
Attribute Name Storage Time ST
Is Defining Yes BL
Element Group: Amount
Amount Type NMT CD
Quantity 6 PQ
Unit Month CD
Element Group: Constituent (Repeat)
Constituent Substance 1D GS123456 (Artificial ID) 11
Constituent Substance Name Ginsenoside RG1 ST
Substance Role Active Marker CD
Is Defining Yes BL
Element Group: Amount
Amount Type NLT (Not Lesser Than) CD
Quantity 0.10 PQ
Unit Dolw [ w} CD
Amount Text Weight percent ST
Element Group: Constituent (Repeat)
Constituent Substance ID GS123457 (Artificial ID) II
Constituent Substance Name Ginsenoside RB1 ST
Substance Role Active Marker CD
Is Defining Yes BL
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Element Group: Amount

Amount Type NLT (Not Lesser Than) CD
Quantity 0.20 PQ
Unit Diw [/ w} CD
Amount Text Weight percent ST
Specified Substance Group 2 Information
Specified Substance Group 2 ID GINSENG12345678G2 (Artificial ID) I
Element Group: Substance Name
Substance Name Panax ginseng C. A, Meyer, Root, Dry—ABC Company, Korea ST
Substance Name Type Specified Substance Group 2 CD
Language en CD
(Parent) Substance ID GINSENG12345678 (Artificial ID) 11
Element Group: Manufacturing
Manufacturing Type Harvester CD
Production Method Type Harvesting CD
Production Method Description Cutting, Drying ST
Critical Process Version Number 1 INT
Version 001 ST
Version Date 20181010 TS.Date
Element Group: Organization
Manufacturer ID MFDS1234 (Artificial ID) 11
Manufacturer Name ABC Company ST
Issuer of ID MFDS CD
Manufacturer Role Harvester CD
Specified Substance Group 3 Information
Specified Substance Group 3 ID GINSENG12345678G3 (Artificial ID) I
Element Group: Substance Name
Substance Name Panax ginseng C, A, Meyer, Root, Dry—KP ST
Substance Name Type Specified Substance Group 3 CD
Language en CD
(Parent) Substance ID GINSENG12345678 (Artificial ID) II
Element Group: Grade
Grade Tpye KP CD
Grade Name Ginseng ST
Element Group: Reference Souce
Public Domain Yes BL
Reference Source Type KP CD
Reference Source Class Official Name Source CD
Reference Source Citation KP 12, Part 2:91-2 ST

Abbreviations: CD, Concept Descriptor; ST, Character String; I, Instance Identifier; BL, Boolean; PQ, Physical Quantities; INT, integer; TS,
Point in Time.
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