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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. 

The procedures used to develop this document and those intended for its further maintenance are 
described in the ISO/IEC Directives, Part 1.  In particular, the different approval criteria needed for the 
different types of ISO documents should be noted.  This document was drafted in accordance with the 
editorial 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 will be in the Introduction and/or 
on the ISO list of patent declarations received (see www.iso.org/patents).  

Any trade name used in this document is information given for the convenience of users and does not 
constitute an endorsement. 

For an explanation on the meaning of ISO specific terms and expressions related to conformity 
assessment, as well as information about ISO's adherence to the WTO principles in the Technical 
Barriers to Trade (TBT) see the following URL:  Foreword - Supplementary information 

The committee responsible for this document is ISO/TC 215, Health informatics. 

This second edition cancels and replaces the first edition (ISO/TS 19844:2015), which has been 
technically revised.
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Introduction 

This document provides guidelines for implementing ISO 11238. This document is developed in 
response to a worldwide demand for guidance on the implementation of internationally harmonised 
specifications for medicinal products. It is one of a group of four implementation guides for a total of 
five ISO standards which together provide the basis for the unique identification of medicinal products. 
The other standards in this group are: 

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

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

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

The business objective of this implementation guide is to provide a means for exchanging regulatory 
substance information. To meet the primary objectives of the regulation of medicines and 
pharmacovigilance, it is necessary to exchange medicinal product information in a robust and reliable 
manner.  

For the purposes of this document, all conditions (e.g. mandatory, conditional, optional) correspond to 
the necessary requirements to uniquely and unambiguously identify a substance. Implementation of the 
ISO IDMP standards may dictate that mandatory elements for identification be tagged as conditional or 
optional, based on regional requirements. If a subclause is identified as ‘optional’ but is implemented in 
a specific region, conformance described within that subclause is applicable. The scope of this 
document is to identify the scientifically necessary elements for the unique identification of 
Substances/Specified Substances. 
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Health informatics — Identification of medicinal products — 
Implementation guidelines for data elements and structures for 
the unique identification and exchange of regulated information 
on substances 

1 Scope 

This document is used in the implementation of ISO 11238. This document defines substances based on 
their scientific identity (i.e. what they are) rather than on their use or method of production. 

ISO 11238 provides the conceptual framework for defining Substances and Specified Substances and for 
assigning unique identifiers in the context of the ISO IDMP standards. ISO 11238 describes general 
concepts for defining and distinguishing substances and a high level model for the structuring of 
information for substances. This document provides detailed explanations of each type or grouping of 
substance information, an element-by-element description for implementation of ISO 11238, and 
examples for a variety of Substances and Specified Substances.  

This second edition of the document addresses substances, Groups 1 to 3 of the Specified Substances as 
defined in ISO 11238 and Annexes A, B, C, D, E, F, G and H. It is anticipated that Specified Substances 
Group 4, as defined in ISO 11238, will be addressed in a subsequent edition of this document. Some 
information that would typically fall under Specified Substances Group 4 may be covered in the 
Annexes of this document. This information, although not defining of either a Substance or a Specified 
Substance Group 1, may be essential to distinguishing substances. This document addresses the 
following: 

• Data elements necessary for defining Substances and Specified Substances Groups 1 to 3;
• The logical use of data elements as defined in ISO 11238;
• Substances and Specified Substances Groups 1 to 3 business rules for

- determining necessary data elements,
- distinguishing and defining materials according to ISO 11238,
- triggering the assignment of identifiers.

This document does not address the following: 

• Business processes for data management;
• Implementation of a specific data information system (e.g. a relational database schema);
• Normative messaging standards for substances;
• The maintenance of controlled vocabularies;
• The specific global identifier system that should be used;
• Nomenclature standards for substances.

TECHNICAL SPECIFICATION
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2 Normative references 

The following documents are referred to in the text in such a way that some or all of their content 
constitutes requirements of this document. For dated references, only the edition cited applies. For 
undated references, the latest edition of the referenced document (including any amendments) applies. 

ISO 8601, Data elements and interchange formats — Information interchange — Representation of dates 
and times 

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

 

STN P CEN ISO/TS 19844: 2018

tlacnoriem1
Odtlačok


	CEN ISO TS 19844(2017)_e_stf.pdf
	European foreword
	Endorsement notice
	ISO_TS_19844_2016(E)-Character_PDF_document.pdf
	ISO TS  19844:2016
	ISO TC 215
	Copyright notice
	Contents
	Foreword
	Introduction
	1 Scope
	2 Normative references
	3 General background and history
	4 Substance (Mandatory)
	4.1 General
	4.2  Defining substances
	4.2.1 Substance type (Mandatory)
	4.2.2 Substance ID (Mandatory)

	4.3  Substance names (Mandatory)
	4.3.1 Substance name
	4.3.2 Substance name type
	4.3.3 Language
	4.3.4 Official name (Conditional
	4.3.4.1 Official name type
	4.3.4.2 Official name status
	4.3.4.3 Official name status change date
	4.3.4.4 Official name domain (CONDITIONAL)
	4.3.4.5 Official name jurisdiction (CONDITIONAL)


	4.4 Reference source (Conditional)
	4.4.1 Public domain
	4.4.2 Reference source type
	4.4.3 Reference source class
	4.4.4 Reference source ID
	4.4.5 Reference source citation

	4.5  Reference source document (Conditional)
	4.5.1 Public domain
	4.5.2 Reference source document
	4.5.3 Reference source document type
	4.5.4 Reference source document ID
	4.5.5 Reference source document classification
	4.5.6 Reference source document URL

	4.6  Substance code (Conditional)
	4.6.1 Code
	4.6.2 Code system
	4.6.3 Code system ID
	4.6.4 Code system status
	4.6.5 Code change date
	4.6.6 Comment
	4.6.7 Reference source

	4.7  Reference information (Conditional)
	4.7.1 Comment
	4.7.2 Substance classification (Conditional)
	4.7.2.1 Domain
	4.7.2.2 Substance classification
	4.7.2.3 Substance classification code
	4.7.2.4 Substance classification type
	4.7.2.5 Substance classification subtype
	4.7.2.6 Reference source (Conditional)
	4.7.2.7 Reference source document (Optional)

	4.7.3 Substance relationship (Conditional)
	4.7.3.1 Relationship
	4.7.3.1 Relationship type
	4.7.3.2 Related substance ID
	4.7.3.3 Related substance name
	4.7.3.4 Amount type
	4.7.3.5 Amount (Conditional)
	4.7.3.6 Reference source (Optional)
	4.7.3.7 Reference source document (Optional)

	4.7.4 Target (Conditional)
	4.7.4.1 Target ID
	4.7.4.2 Target name
	4.7.4.3 Interaction type
	4.7.4.4 Target organism
	4.7.4.5 Target organism type
	4.7.4.6 Target type
	4.7.4.7 Amount type (Conditional)
	4.7.4.8 Amount (Conditional)
	4.7.4.9 Reference source (Optional)
	4.7.4.10 Reference source document (Optional)

	4.7.5 Gene (Conditional)
	4.7.5.1 Gene sequence origin
	4.7.5.2 Gene ID
	4.7.5.3 Gene name
	4.7.5.4 Reference source (Conditional)
	4.7.5.5 Reference source document (Conditional)

	4.7.6 Gene element (Conditional)
	4.7.6.1 Gene element type
	4.7.6.2 Gene element ID
	4.7.6.3 Gene element name
	4.7.6.4 Reference source (Conditional)
	4.7.6.5 Reference source document (Conditional)


	4.8  Structure
	4.8.1 Structural Representation (Conditional)
	4.8.1.1 Structural representation type
	4.8.1.2 Structural representation
	4.8.1.3 Structural representation attachment

	4.8.2 Stereochemistry
	4.8.3 Optical activity
	4.8.4 Molecular Formula
	4.8.5 Molecular Formula by Moiety
	4.8.6 Molecular weight (Mandatory)
	4.8.7 Isotope (Conditional)
	4.8.7.1 Nuclide ID
	4.8.7.2 Nuclide name
	4.8.7.3 Substitution type
	4.8.7.4 Nuclide Half Life
	4.8.7.5 Amount type (Optional)
	4.8.7.6 Amount (Optional)
	4.8.7.7 Molecular weight (Mandatory)


	4.9  Amount (Conditional)
	4.9.1 Average
	4.9.2 Low limit
	4.9.3 High limit
	4.9.4 Unit
	4.9.5 Non-numeric Value
	4.9.6 Reference Source (Conditional)
	4.9.7 Reference source document (Conditional)

	4.10 Source material (Conditional)
	4.10.1 Source material class
	4.10.2 Source material type
	4.10.3 Source material state
	4.10.4 Organism ID
	4.10.5 Organism name
	4.10.6 Parent substance ID
	4.10.7 Parent substance name
	4.10.8 Development stage
	4.10.9 Part Description (CONDITIONAL)
	4.10.9.1 Part
	4.10.9.2 Part location
	4.10.9.3 Country of origin
	4.10.9.4 Geographical region
	4.10.9.5 Reference Source (Conditional)
	4.10.9.6 Reference source document (Conditional)

	4.10.10 Fraction (Conditional)
	4.10.10.1  Fraction
	4.10.10.2  Material type
	4.10.10.3  Country of Origin
	4.10.10.4  Geographical region
	4.10.10.5  Reference Source (Conditional)
	4.10.10.6  Reference source document (Conditional)
	4.10.10.7  Blood plasma pool particulars (Conditional)
	4.10.10.7.1 Number of plasma pools
	4.10.10.7.2 Plasma pool ID
	4.10.10.7.3 Country of origin
	4.10.10.7.4 Testing strategy


	4.10.11 Organism (Conditional)


	Organism Taxonomy
	4.10.11.1  Kingdom
	4.10.11.2  Phylum
	4.10.11.3  Class
	4.10.11.4  Order
	4.10.11.5  Family
	4.10.11.6  Genus
	4.10.11.7  Species
	4.10.11.8  Species parenthetical author
	4.10.11.9  Species parenthetical author year
	4.10.11.10  Species primary author
	4.10.11.11  Species primary author year
	4.10.11.12  Hybrid species maternal organism ID
	4.10.11.13  Hybrid species paternal organism ID
	4.10.11.14  Hybrid type
	4.10.11.15  Infraspecific type
	4.10.11.16  Infraspecific description
	4.10.11.17  Infraspecific parenthetical author
	4.10.11.18  Infraspecific parenthetical author year
	4.10.11.19 Infraspecific primary author
	4.10.11.20  Infraspecific primary author year
	4.10.11.21  Reference Source (Conditional)
	4.11 Modification (Conditional)
	4.11.1 Modification type
	4.11.2 Residue modified
	4.11.3 Residue sites
	4.11.4 Structural modification (Conditional)
	4.11.4.1 Structural modification type
	4.11.4.2 Moiety
	4.11.4.2.1 Amount type
	4.11.4.2.2 Amount

	4.11.4.3 Molecular fragment
	4.11.4.3.1 Molecular fragment role (CONDITIONAL)
	4.11.4.3.2 Molecular fragment ID
	4.11.4.3.3 Molecular fragment name
	4.11.4.3.4 Amount type
	4.11.4.3.5 Amount


	4.11.5 Agent modification (Conditional)
	4.11.5.1 Agent modification type
	4.11.5.2 Role
	4.11.5.3 Modification agent
	4.11.5.4 Modification agent ID
	4.11.5.5 Modification process
	4.11.5.6 Amount type
	4.11.5.7 Amount

	4.11.6 Physical Modification (Conditional)
	4.11.6.1 Role
	4.11.6.2 Number of parameters
	4.11.6.3 Parameters (Conditional)
	4.11.6.3.1 Parameter
	4.11.6.3.2 Amount type (Mandatory)
	4.11.6.3.3 Amount (Mandatory)



	4.12 Property (Conditional)
	4.12.1 Property type
	4.12.2 Property name
	4.12.3 Property parameters
	4.12.4 Substance ID
	4.12.5 Substance name
	4.12.6 Amount type (Mandatory)
	4.12.6.1 Amount (Mandatory)


	4.13 Version (Mandatory)
	4.13.1 Version number
	4.13.2 Effective date
	4.13.3 Change made


	5 Substance definitions
	5.1 Chemical substance
	5.1.1 Comment
	5.1.2 Structure
	5.1.3 Stoichiometric/Non-stoichiometric chemicals
	5.1.4 Stoichiometric chemicals
	5.1.4.1 Number of moieties (Conditional)
	5.1.4.2 Moiety (Mandatory)
	5.1.4.2.1 Amount (Conditional)

	5.1.4.3 Property (Conditional)
	5.1.4.3.1 Amount (Mandatory)


	5.1.5 Non-stoichiometric chemicals (Conditional)
	5.1.5.1 Number of moieties
	5.1.5.2 Moiety (Mandatory)
	5.1.5.2.1 Moiety role
	5.1.5.2.2 Moiety ID
	5.1.5.2.3 Moiety name
	5.1.5.2.4 Amount type (Optional)
	5.1.5.2.4.1 Amount (Optional)


	5.1.5.3 Property (Conditional)
	5.1.5.3.1 Amount (Mandatory)


	5.1.6 Substance Name (Mandatory)
	5.1.7 Substance Code (Conditional)
	5.1.8 Version (Mandatory)
	5.1.9 Reference information
	5.1.10 Reference source (Conditional)
	5.1.11 Reference source document (Conditional)

	5.2   Proteins/peptides
	5.2.1 Microheterogeneity
	5.2.2 Sequence type
	5.2.3 Number of subunits
	5.2.4 Disulfide linkage
	5.2.5 Comment
	5.2.6 Protein subunit (Mandatory)
	5.2.6.1 Subunit
	5.2.6.2 Sequence
	5.2.6.3 Length
	5.2.6.4 N_Terminal modification
	5.2.6.5 N_Terminal modification ID
	5.2.6.6 C_Terminal modification
	5.2.6.7 C_Terminal modification ID

	5.2.7 Molecular weight (Conditional)
	5.2.7.1 Molecular weight method
	5.2.7.2 Molecular weight type
	5.2.7.3 Amount type (Conditional)
	5.2.7.3.1 Amount (Mandatory)


	5.2.8 Glycosylation (Conditional)
	5.2.8.1 Glycosylation type
	5.2.8.2 N_Glycosylation
	5.2.8.3 O-Glycosylation
	5.2.8.4 C-Glycosylation

	5.2.9 Property (Conditional)
	5.2.9.1 Amount (Mandatory)

	5.2.10 Structure (Mandatory)
	5.2.11 Substance name (Mandatory)
	5.2.12 Modification (Conditional)
	5.2.13 Substance code (Conditional)
	5.2.14 Source material (Conditional)
	5.2.15 Version (Mandatory)
	5.2.16 Reference information (Conditional)
	5.2.17 Reference source (Conditional)
	5.2.18 Reference source document (Conditional)

	5.3  Nucleic acids
	5.3.1 Structure (Conditional)
	5.3.2 Sequence type
	5.3.3 Number of subunits
	5.3.4 Area of hybridisation
	5.3.5 Comment
	5.3.6 Nucleic acid subunit (Mandatory)
	5.3.6.1 Subunit
	5.3.6.2 Sequence
	5.3.6.3 Length
	5.3.6.4 Five prime ID
	5.3.6.5 Five prime
	5.3.6.6 Three prime ID
	5.3.6.7 Three prime
	5.3.6.8 Sugar (Conditional)
	5.3.6.8.1 Sugar ID
	5.3.6.8.2 Sugar name
	5.3.6.8.3 Residue sites

	5.3.6.9 Linkage (Conditional)
	5.3.6.9.1 Linkage connectivity
	5.3.6.9.2 Linkage ID
	5.3.6.9.3 Linkage name
	5.3.6.9.4 Residue sites


	5.3.7 Modification (Conditional)
	5.3.8 Property (Conditional)
	5.3.8.1 Amount (Mandatory)

	5.3.9 Molecular weight (Conditional)
	5.3.9.1 Amount (Mandatory)

	5.3.10 Substance Name (Mandatory)
	5.3.11 Substance Code (Conditional)
	5.3.12 Version (Mandatory)
	5.3.13 Reference information (Conditional)
	5.3.14 Reference source (Conditional)
	5.3.15 Reference source document (Conditional)

	5.4 Polymers
	5.4.1 Polymer class
	5.4.2 Polymer geometry
	5.4.3 Copolymer sequence type
	5.4.4 Comment
	5.4.5 Substance name (Mandatory)
	5.4.6 Structure (Mandatory)
	5.4.7 Monomer description (Conditional)
	5.4.7.1 Number of monomers
	5.4.7.2 Monomer Amount type
	5.4.7.3 Monomer (Conditional)
	5.4.7.3.1 Monomer ID
	5.4.7.3.2 Monomer name
	5.4.7.3.3 Amount Type
	5.4.7.3.3.1 Amount (Conditional)



	5.4.8 Structural repeat (Conditional)
	5.4.8.1 Number of structural repeat units
	5.4.8.2 Average molecular formula by repeat unit
	5.4.8.3 Structural repeat unit amount type
	5.4.8.4 Structural repeat unit (Mandatory)
	5.4.8.4.1 Orientation of polymerisation
	5.4.8.4.2 Structural repeat unit
	5.4.8.4.3 Amount Type
	5.4.8.4.4 Amount (Mandatory)
	5.4.8.4.5 Structural representation (Mandatory)
	5.4.8.4.6 Degree of polymerization (Conditional)
	5.4.8.4.6.1 Degree of polymerisation
	5.4.8.4.6.2 Amount Type
	5.4.8.4.6.2.1 Amount (Conditional)




	5.4.9 Molecular weight (Mandatory)
	5.4.9.1 Amount (Mandatory)

	5.4.10 Property (Conditional)
	5.4.10.1 Amount (Mandatory)

	5.4.11 Substance code (Conditional)
	5.4.12 Version (Mandatory)
	5.4.13 Reference information (Conditional)
	5.4.14 Modification (Conditional)
	5.4.15 Source material (Conditional)
	5.4.16 Reference source (Conditional)
	5.4.17 Reference source document (Conditional)

	5.5  Structurally diverse substances
	5.5.1 Comment
	5.5.2 Substance name (Mandatory)
	5.5.3 Structure (Mandatory)
	5.5.4 Property (Conditional)
	5.5.4.1 Amount (Mandatory)

	5.5.5 Molecular weight
	5.5.5.1 Amount (Mandatory)

	5.5.6 Glycosylation (Conditional)
	5.5.7 Modification (Conditional)
	5.5.8 Source material (Conditional)
	5.5.9 Substance code (Conditional)
	5.5.10 Reference information (Conditional)
	5.5.11 Version (Mandatory)
	5.5.12 Reference source (Conditional)
	5.5.13 Reference source document (Conditional)
	5.5.14 Herbals and substances used in the preparation of plant-based allergenic extracts
	5.5.14.1 Naming vegetable oils
	5.5.14.1.1 Example: Olive Oil, Virgin


	5.5.15 Vaccines
	5.5.16 Plasma-derived substance for human blood products and polyclonal antibodies
	5.5.17 Allergens
	5.5.18 Advance Therapies and Advanced Vaccines (Genes, Modified Viruses, Cells and Tissues as Substances)
	5.5.19 Minerals

	5.6  Mixture substance
	5.6.1 Mixture type
	5.6.2 Mixture constituent (Mandatory)
	5.6.2.1 Constituent ID
	5.6.2.2 Constituent name
	5.6.2.3 Constituent requirement

	5.6.3 Modification (Conditional)
	5.6.4 Source material (Conditional)
	5.6.5 Substance name (Mandatory)
	5.6.6 Substance code (Conditional)
	5.6.7 Reference information (Conditional)
	5.6.8 Version (Mandatory)


	6 Specified substance (Optional)
	6.1 Specified Substance Group 1 (repeat as necessary)
	6.1.1 Specified substance Group 1 ID
	6.1.2 Specified substance Group1 Name
	6.1.3 Substance Name (Mandatory)
	6.1.4 Substance Code (Conditional)
	6.1.5 Version (Mandatory)
	6.1.6 Reference source (Conditional)
	6.1.7 Reference source document (Conditional)
	6.1.8 Property (Conditional)
	6.1.9 Fraction (Conditional)
	6.1.9.1 Reference Source (Conditional)
	6.1.9.2 Reference source document (Conditional)
	6.1.9.3 Herbal preparation property particulars
	6.1.9.3.1 Extraction solvent composition
	6.1.9.3.2 Drug Extract Ratio (DER)
	6.1.9.3.3 Substance ID
	6.1.9.3.4 Substance name extraction solvent
	6.1.9.3.5 Amount type (Mandatory)
	6.1.9.3.6 Amount (Mandatory)

	6.1.9.4 Blood Plasma-derived fraction particulars (Conditional)
	6.1.9.4.1 Cryopoor plasma process flow N
	6.1.9.4.2 Cryoprecipitate process flow N
	6.1.9.4.3 Country of origin


	6.1.10 Modification (Conditional)
	6.1.11 Reference Information (Conditional)
	6.1.12 Constituent (Mandatory)
	6.1.12.1 Substance ID
	6.1.12.2 Substance name
	6.1.12.3 Language
	6.1.12.4 Substance role
	6.1.12.5 Amount type (Conditional)
	6.1.12.5.1 Amount (Conditional)


	6.1.13 Physical form (Conditional)
	6.1.13.1 Physical state
	6.1.13.2 Physical form type
	6.1.13.3 Amount type (Conditional)
	6.1.13.4 Amount (Conditional)

	6.1.14 Specified substance particulars
	6.1.14.1 Herbal Substance particulars (Conditional)
	6.1.14.1.1 Degree of comminution
	6.1.14.1.2 Process state
	6.1.14.1.3 Wild_Cultivated
	6.1.14.1.4 Growth state
	6.1.14.1.5 Harvesting time
	6.1.14.1.6 Decontamination Process
	6.1.14.1.7 Country of origin
	6.1.14.1.8 Geographical region
	6.1.14.1.9 Storage time
	6.1.14.1.10 Storage conditions

	6.1.14.2 Vehicle (Conditional)
	6.1.14.2.1 Vehicle composition
	6.1.14.2.2 Substance ID
	6.1.14.2.3 Substance Name
	6.1.14.2.4 Amount type (Conditional)
	6.1.14.2.5 Amount (Conditional)

	6.1.14.3 Substance Dilution Potentisation (Conditional)
	6.1.14.3.1 Dilution Potentisation Type
	6.1.14.3.2 Dilution Grade



	6.2  Specified substance Group 2
	6.2.1 Specified Substance Group2 ID
	6.2.2 Specified Substance Group2 Name
	6.2.3 Parent Substance ID
	6.2.4 Reference source (Conditional)
	6.2.5 Reference source document (Conditional)
	6.2.6 Manufacturing (Mandatory)
	6.2.6.1 Manufacturer ID
	6.2.6.2 Manufacturer name
	6.2.6.3 Manufacturing type
	6.2.6.4 Production method type
	6.2.6.5 Production method description
	6.2.6.6 Production system type
	6.2.6.7 Production system
	6.2.6.8 Critical process version number
	6.2.6.9 Substance name (Mandatory)
	6.2.6.10 Substance code (Conditional)
	6.2.6.11 Reference source
	6.2.6.12 Version (Mandatory)


	6.3  Specified Substance Group 2 for Herbal preparations
	6.3.1 Specified Substance Group2 ID
	6.3.2 Specified substance Group2 Name
	6.3.3 Parent Substance ID
	6.3.4 Manufacturing
	6.3.4.1 Manufacturer ID
	6.3.4.2 Manufacturer name
	6.3.4.3 Manufacturing type
	6.3.4.4 Production method type

	6.3.5 Version

	6.4  Specified Substance Group 3
	6.4.1 Specified Substance Group 3 ID
	6.4.2 Specified Substance Group3 Name
	6.4.3 Parent Substance ID
	6.4.4 Grade (Mandatory)
	6.4.4.1 Grade type
	6.4.4.2 Grade name
	6.4.4.3 Grade reference source

	6.4.5 Version (Mandatory)
	6.4.6 Reference source (Conditional)
	6.4.7 Reference source document (Conditional)
	6.4.8 Substance name (Mandatory)
	6.4.9 Substance code (Conditional)
	6.4.10 Version (Mandatory)


	7 Description of the information modelling principles and practices
	Annex A  (normative)  Choosing a Substance ID
	A.1 General
	A.2 Requesting a Substance ID and providing information

	Annex B  (normative)  Chemical substance
	B.1 General
	B.2 Molecular Weight, Moiety and Amount for stoichiometric chemical substances
	B.3 Outline of Annex B
	B.4 Scope
	B.5 Terms and definitions
	B.6 Chemical Substance subtypes and Mixture Substance
	B.6.1 Substance type, Chemical substance
	B.6.1.1 Stoichiometric chemical substances

	B.6.2 Solid state forms of the Substance
	B.6.2.1 Co-crystals
	B.6.2.2 Solvates and hydrates

	B.6.3 Need to substantiate the chemical structure, molecular formula and molecular weight
	B.6.4 Polymorphism
	B.6.4.1 Example: Tibolone [CR21RHR28ROR2R]

	B.6.5 Non-stoichiometric chemical substances
	B.6.5.1 Example: USP monograph: Aluminium Chlorohydrex Propylene Glycol
	B.6.5.2 Example: Octeotride Acetate

	B.6.6 Mixture substance
	B.6.6.1 Teicoplanin (Ph.Eur.)

	B.6.7 Multi substance material
	B.6.7.1 Example: Paclitaxel-Albumin complex


	B.7 Discussion of the key elements of a chemical substance
	B.7.1 Identity of material
	B.7.2 Nomenclature
	B.7.3 Molecular formula
	B.7.4 Molecular weight
	B.7.5 Substance structure
	B.7.5.1 Stereochemistry
	B.7.5.2 General aspects of stereochemistry

	B.7.6 Geometric isomerism
	B.7.6.1 (E/Z) isomerism
	B.7.6.2 Cis-Trans Ring-isomerism

	B.7.7 Substance with two centres of Asymmetry, Epimers, Diastereomers
	B.7.8 Anomers
	B.7.9  Substance with more than two centres of Asymmetry (Mixture of stereoisomers)
	B.7.10  Conclusion for the Key elements
	B.7.11  Decision tree for a new Substance ID

	B.8 Discussing other elements of importance regarding the characteristics of a substance
	B.8.1 Introduction
	B.8.2 Naming Vegetable Oils
	B.8.2.1 Example Olive Oil, Virgin
	B.8.2.2 Description of Elements at the Specified Substance Group 1 Information level
	B.8.2.3 Description of Elements at the Specified Substance Group 2 Information level
	B.8.2.4 Description of Elements at the Specified Substance Group 3 Information level
	B.8.2.5 Olive Oil, Refined



	Specified Substance Group 3 Name: Olive Oil, Refined Ph.Eur.
	B.8.2.6 Properties to be captured, related to liquids (vegetable oils)
	B.8.2.7 Example: Identity of material, combining the elements for Olive Oil, Virgin (Ph.Eur.) and Olive Oil, Refined (Ph.Eur.)
	B.8.3 Castor Oil and related products
	B.8.3.1 Castor Oil, Virgin (Ph.Eur.)
	B.8.3.2 Castor Oil, Hydrogenated (Ph.Eur.)
	B.8.3.3 Relationship Castor Oil, Virgin and Castor Oil, Hydrogenated
	B.8.3.4 Castor Oil, Ethoxylated

	B.8.4 Properties related to liquids (Gas), Nitrous oxide
	B.9 Examples
	B.9.1 Example 1: Amlodipine besilate
	B.9.2 Example 2: Ponatinib hydrochloride
	B.9.3 Example 3: Benzathine Benzylpenicillin tetrahydrate, sterilised.

	B.10 Radiopharmaceutical substance
	B.10.1 Introduction
	B.10.2  Example: Florbetapir P18PF


	Annex C  (normative)  Protein substance
	C.1 Scope
	C.2 Introduction
	C.3 Peptide Substances
	C.3.1 Example IIIa: Vasopressin
	C.3.2 Example IIIb: Desmopressin
	C.3.3 Example IIIc: Desmopressin Acetate
	C.3.4 Example IIId: Calcitonin Salmon
	C.3.5 Example IIIe: Human Insulin

	C.4 Element Group Protein, Specified Substance Group 1
	C.4.1 Example IVa: Insulin Human Zinc Suspension (Amorphous), taken from Ph.Eur./USP Monographs for Zinc Suspensions
	C.4.2 Example IVb: Insulin Human Zinc Suspension (Crystalline), taken from Ph.Eur./USP Monographs for Zinc Suspensions
	C.4.3 Example IVc: Insulin Human Zinc Suspension taken from Ph.Eur./USP Monographs for Zinc Suspensions, including discussion for Specified Substance Group 3 information

	C.5 Element Group Protein, Specified Substance Group 2
	C.5.1 Example Va: Synthetic Calcitonin Salmon-Manufacturer Company Acme
	C.5.2 Example Vb: Recombinant Calcitonin Sal— Company Acme

	C.6 Element Group Protein, Specified Substance Group 3
	C.6.1 Example: Calcitonin Salmon (Synthetic) Specified Substance Group 3
	C.6.2 Example: Calcitonin Salmon (Recombinant) Specified Substance Group 3

	C.7 Example Protein Substance Example of a Monoclonal Antibody conjugated Toxin
	C.8 Addendum:  Microheterogeneity

	Annex D  (normative)  Nucleic acid substance
	D.1 Scope
	D.2 General
	D.3 Examples
	D.3.1 Example: 5-Methylcytosine
	D.3.2 Example: A 5’-phosphate ribonucleotide

	D.4 Substances
	D.4.1 Example: Mipomersen sodium information
	D.4.2 Example: Oligonucleotide Elements
	D.4.2.1 Example Nucleic Acid Substance: Mipomersen sodium
	D.4.2.2 Example: Nucleic Acid Substance: Litenimod

	D.4.3 Example: Anti-sense RNA


	Annex E  (normative)  Structurally Diverse Substance – Herbal Substance/Herbal Specified Substance
	Scope
	E.1 Introduction
	E.1.1 Structurally Diverse Substance type
	E.1.2 Organism Taxonomy
	E.1.3 Substance Names
	E.1.3.1 Substance (fresh) Name
	E.1.3.2 Substance (Herbal Drug)
	E.1.3.3 Substance (Herbal preparation)

	E.1.4 Examples of Substance (fresh) and Substance (Herbal Drug) Names
	E.1.5 Specified Substance Group 1,2, and 3 information
	E.1.5.1 Specified Substance Group 1 Name:
	E.1.5.2 Specified Substance Group 2 Name:
	E.1.5.3 Specified Substance Group 3 Name:
	E.1.5.4 Overview of the Naming connections of the Botanical Material for the Substance and Specified Substance Group 1,2,3 Levels.

	E.1.6 Specified Substance Group 1 Information
	E.1.7 Specified Substance Group 2 Information
	E.1.8 Substance and Specified Substance information for Iberis amara L, Whole Plant and of the liquid extract. (Simplified example)
	E.1.9 Specified Substance Group 2 Information for Iberis amara, Whole Plant, liquid extract (Extended Information).
	E.1.10 Specified Substance Group 3 Information

	E.2 Terms and definitions
	E.2.1 Definitions according to Directive 2001/83/EC and Directive 2004/24/EC, Title 1, Definitions
	E.2.2 Definitions according to the European Pharmacopoeia

	E.3 Documentation and Explanation of Example 1
	E.3.1 Example Ginkgo biloba, leaf taken from the European Pharmacopoeia
	E.3.2 Herbal preparation Ginkgo biloba extract, Limited information: Description of the elements at the Substance information level
	E.3.2.1 Herbal preparation Ginkgo biloba extract, Limited information: Description of the elements at the Specified Substance Group 1,2,3.
	E.3.2.2 Herbal preparation Ginkgo biloba extract, Extended information: Description of the elements at the Specified Substance Group 1,2,3.

	E.3.3 Example 2:  Devil’s Claw Root (Ph.Eur.), continued
	E.3.3.1 General Information Herbal Drug
	E.3.3.2 General Information Herbal preparation

	E.3.4 Organisation of the information according to ISO 11238 and ISO/TS 19844.
	E.3.4.1 Information at the Substance level
	E.3.4.1.1 Substance (Fresh)
	E.3.4.1.2 Substance (Usually Dry, may be Fresh as described in a Pharmacopoeia) = Herbal Drug
	E.3.4.1.3 Substance, Herbal preparation

	E.3.4.2 Specified Substance Group 1 information level for the Herbal Drug
	E.3.4.3 Specified Substance Group 2 information level for the Herbal Drug
	E.3.4.4 Specified Substance Group 3 information level for the Herbal Drug
	E.3.4.5 Elements captured at the Specified Substance Group 1 level for the Herbal preparation (Extract, extended information)
	E.3.4.6 Elements captured at the Specified Substance Group 2 level for the Herbal preparation (Extract, extended information)
	E.3.4.7 Elements captured at the Specified Substance Group 3 level for the Herbal preparation (Extract, extended information)
	E.3.4.8 Summary of the Organisation of the information for Devil’s Claw


	E.4 Documentation and Explanation of Example 3
	E.4.1 Example 3: Salvia Miltiorrhiza Root and Rhizome (BP=Ph.Eur.) and Chinese Salvia (USP), continued.
	E.4.1.1 Specifications according to the USP and Ph.Eur.:
	E.4.1.2 Submitted Data

	E.4.2 Herbal preparation: Salvia Miltiorrhiza Extract provided information
	E.4.3 Organisation of the information according to ISO 11238 and ISO/TS 19844
	E.4.3.1 Substance information level
	E.4.3.1.1 Substance (fresh)
	E.4.3.1.2 Substance (Herbal Drug)
	E.4.3.1.3 Substance (Herbal preparation)

	E.4.3.2 Specified Substance Group 1 information level (Herbal Drug)
	E.4.3.3 Specified Substance Group 2 information level (Herbal Drug)
	E.4.3.4 Specified Substance Group 3 information level (Herbal Drug)

	E.4.4 Specified Substance Group 1 information level of Herbal preparation (Extract, extended information)
	E.4.4.1 Specified Substance Group 2 information level of the Herbal preparation (Extract, extended information)
	E.4.4.2 Specified Substance Group 3 information level (Herbal preparation)


	E.5 Documentation and Explanation of Example 4
	E.5.1 Herbal preparations Olive Oil, Virgin (Ph.Eur.) and Olive Oil, Refined (Ph.Eur.)
	E.5.1.1 Olive Oil, Virgin (Ph.Eur.)
	E.5.1.2 Elements to be described at the Substance (fresh) and Substance (Herbal preparation) level
	E.5.1.3 Elements to be described at the Specified Substance Group 3 Information level (Herbal preparation).


	E.6 Documentation and Explanation of Example 5
	E.6.1 JP XVI monograph Shakuyakukanzoto Extract, see Figure E.21.
	E.6.2 JP Monograph for Preparations Related to Crude Drugs, I. Extract.
	E.6.3 JP Monograph of the Crude Drugs (starting materials) JP monograph Peony Root and Glycyrrhiza
	E.6.4 Organisation of the information in accordance to ISO 11238 and ISO/TS 19844
	E.6.4.1 Information captured at the Substance level for Glycyrrhiza (JP)
	E.6.4.1.1 Substance (Fresh)
	E.6.4.1.2 Substance (Fresh)
	E.6.4.1.2.1 Substance (Herbal Drug)


	E.6.4.2 Information captured at the Group 1 Specified Substance level for the Herbal Drug Glycyrrhiza (JP)
	E.6.4.3 Information captured at the Substance level for Peony Root (JP)
	E.6.4.4 Information captured at the Group 1 Specified Substance level for the Herbal Drug Peony Root (JP)
	E.6.4.5 Information captured at the Substance level for the Herbal preparation Shakuyakukanzoto Extract
	E.6.4.6 Information captured at the Group 1 Specified Substance level for Shakuyakukanzoto Extract (JP)
	E.6.4.7 Information captured at the Specified Substance Group 2 level for Shakuyakukanzoto Extract (JP)
	E.6.4.8 Information captured at the Group 3 Specified Substance level for Shakuyakukanzoto Extract (JP)


	E.7 General Information on the use of Glycyrrhiza species and their constituents
	E.7.1 Herbal preparation, Liquorice extract

	E.8 Exudates
	E.8.1 Examples
	E.8.1.1 Peru balsam, Ph.Eur. monograph 01/2008:0754
	E.8.1.2 Production of Peru Balsam
	E.8.1.3 Tolu balsam, Ph.Eur. monograph 01/2008:1596
	E.8.1.4 Production of Tolu Balsam

	E.8.2 Conclusion

	E.9 Peru Balsam/Tolu Balsam structuring information
	E.9.1 Capturing information for Peru Balsam (Ph.Eur.) at the Substance information level
	E.9.1.1 Substance (Fresh)
	E.9.1.2 Substance (Herbal preparation)

	E.9.2 Capturing information for Peru Balsam (Ph.Eur.) at the Specified Substance information level
	E.9.3 Capturing information for Tolu Balsam (Ph.Eur.)
	E.9.3.1 Substance (Fresh)
	E.9.3.2 Substance (Herbal preparation)
	E.9.3.3 Specified Substance information level


	E.10 Comparison table

	Annex F  (normative)  Structurally Diverse Substance, Homeopathic substance
	F.1 Introduction
	F.1.1 Introduction
	F.1.2 Homeopathy and the use of homeopathic medicinal products
	F.1.3 Legislation and regulatory requirements

	F.2  Manufacturing of homeopathic medicinal products/homeopathic references
	F.2.1 Legislation and regulatory requirements

	F.3  Specific Definitions of Homeopathic Manufacturing
	F.3.1 Homeopathic Stocks
	F.3.2 Homeopathic preparation
	F.3.3 Homeopathic Dilutions
	F.3.3.1 Decimal dilution/decimal potencies
	F.3.3.2 Centesimal dilution/centesimal potencies
	F.3.3.3 LM – potencies
	F.3.3.4 Korsakovian potencies
	F.3.3.5 Methods of preparation of homeopathic stocks and potentisation
	F.3.3.6 Mother Tincture
	F.3.3.7 Nosode
	F.3.3.8 Potentisation
	F.3.3.9 Raw material
	F.3.3.10 Succussion
	F.3.3.11 Vehicle

	F.3.4 Dosage Forms
	F.3.5 Homeopathic Stocks and Raw Materials
	F.3.6 Classification of Homeopathic Stocks and Homeopathic Dilutions (in accordance with the ISO 11238 and ISO/TS 19844)
	F.3.6.1 Homeopathic starting material
	F.3.6.2 Capturing Information at the Specified Substance Group1 information level
	F.3.6.3 Substance Dilution Potentisation
	F.3.6.3.1 Decimal dilution/decimal potencies
	F.3.6.3.2 Centesimal dilution/centesimal potencies
	F.3.6.3.3 LM – potencies
	F.3.6.3.4 Vehicle

	F.3.6.4 Organism Taxonomy of Structural Diverse Substance Type, e.g. Herbal and Zoological Organism
	F.3.6.5 Capturing of the Homeopathic medicine (Stock. Dilution Grade, Dilution method)
	F.3.6.5.1 Substance information level: (Homeopathic Substance)
	F.3.6.5.1.1 Substance ID
	F.3.6.5.1.2 Substance ID

	F.3.6.5.2 Specified Substance Group 1: (Herbal)
	F.3.6.5.3 Specified Substance Group 2:
	F.3.6.5.4 Specified Substance Group 3:
	F.3.6.5.5 High Level Conceptual Data Model Structurally Diverse Substances
	F.3.6.5.6 High Level Information model for Source Material Homeopathic
	F.3.6.5.7 High Level Conceptual Data Model Specified Substance Group 1 for Homeopathic use


	F.3.7 Nomenclature of Homeopathic Medicines
	F.3.8 Nomenclature of Homeopathic Medicines
	F.3.9 Nomenclature according to homeopathic tradition
	F.3.10 Nomenclature according to homeopathic tradition

	F.4  Examples in tabular format
	F.4.1 Structured information of material combining the elements for Arnica montana 6DH, Substance of botanical origin according to the French tradition
	F.4.2 Structured information of material, combining the elements for Arnica montana D6, Substance of botanical origin according to the German tradition
	F.4.3 Structured information of material, combining the elements for Arsenicum album C30 Substance of chemical origin according to the German tradition
	F.4.4 Structured information of material, combining the elements for Lachesis 200K, Substance of zoological origin according to the Korsakovian dilution method
	F.4.5 Structured Information of material, combining the elements for Pyrit D2, Substance of mineral origin according to the German tradition.


	Annex G  (normative)  Structurally Diverse Substance – Plasma-derived substances
	G.1 General Aspects of Plasma-derived Substances
	G.1.1 Source material
	G.1.2 Manufacturing process
	G.1.3 Adventitious agents
	G.1.4 Substance classification for plasma-derived products
	G.1.4.1 General Remarks
	G.1.4.2 Manufacturing plasma-pool/Plasma for fractionation (Ph.Eur. monograph 0853)
	G.1.4.3 Cryoprecipitate and cryopoor plasma
	G.1.4.4 Plasma-derived substance


	G.2 Terms and definitions
	G.3 Structuring the required information
	G.3.1 Substance information level
	G.3.2 ‘Country of Origin’ at the Part and Fraction information level
	G.3.3 Reference Source and Reference Source Document
	G.3.4 Testing strategy
	G.3.5 Summary of the information regarding Cryoprecipitate and Cryopoor plasma
	G.3.6 Substance information example for a plasma-derived Substance/product ‘Albumin’, sourced from human plasma’, Part 1: Cryopoor plasma
	G.3.7 Structuring the of plasma-derived product in accordance with the definitions used in the ISO 11238 Substance and ISO/TS 19844 Implementation Guide, part 2: downstream Cryopoor plasma and Cryoprecipitate.
	G.3.7.1 Specified Substance Group 1 Information level
	G.3.7.2 Specified Substance Group 2 Information level
	G.3.7.3 Structuring of the plasma-derived substance information
	G.3.7.3.1 Substance Information level
	G.3.7.3.2 Specified Substance Group 2 Information level

	G.3.7.4 Specified Substance Group 3 Information level: specifications.
	G.3.7.5 Virus Risk Assessment


	G.4 Example Plasma-derived Factor VIII + VWF
	G.4.1 Introduction/background information for FVIII example
	G.4.2 General discussion of the structure of FVIII
	G.4.2.1 Molecular characterisation of FVIII
	G.4.2.2 Tabular information of the FVIII example at the Substance information level
	G.4.2.3 Information of the FVIII example at the Specified Substance Group 2 information level



	Annex H  (normative)  Polymer Substance
	H.1 General
	H.2 Requesting a Substance ID and providing information
	H.3 Data elements
	H.3.1 Polymer Class
	H.3.2 Polymer Geometry
	H.3.3 Copolymer Sequence Type30F
	H.3.4 Structural Repeat Unit (SRU)
	H.3.5 Degree of Polymerisation
	H.3.6 Monomers
	H.3.7 Molecular Weight
	H.3.8 Property
	H.3.9 Modification
	H.3.10  Source Material

	H.4 Linear Synthetic Polymers
	H.4.1 Linear Homopolymers
	H.4.1.1 Example1:  Polyethylene Glycol 3350

	H.4.2 Modified Linear Polymers
	H.4.2.1 Example 2: HYPROMELLOSE 2910 (4000 MPA.S)

	H.4.3 Linear Block Copolymers
	H.4.3.1 Example 3: POLOXAMER 338
	H.4.3.2 POLOXAMER 338 Specified Substance Group 2 information Level
	H.4.3.2.1 Specified Substance Group 2 information level

	H.4.3.3 Specified Substance Group 3 information level
	H.4.3.3.1 Example: Poloxamer Specified Substance Group 3



	H.5 Linear Biologically Sourced Polymers
	H.5.1 Glycosaminoglycans
	H.5.1.1 Heparins
	H.5.1.2 Example 4: HEPARIN SODIUM

	H.5.2 Nucleic Acids
	H.5.2.1 DEFIBROTIDE (PORCINE)



	Bibliography
	Blank Page





