caDSR Training Reference Document

caDSR Implementation of the ISO/IEC 11179 Standard: Conceptual Domains vs. Classification Schemes 

	
	Conceptual Domain
	Classification Scheme

	Definition
	A set of Value Meanings which may either be enumerated or expressed via a description. 


	An arrangement or division of objects into groups based on characteristics that the objects have in common, e.g., origin, composition, structure, application or functions. 

(A Classification Scheme Item represents an individual item within a Classification Scheme.)

	Description
	Every Data Element Concept MUST be associated with ONE AND ONLY ONE Conceptual Domain. 

Every Value Meaning can be associated with ONE OR MORE Conceptual Domains. 

The Conceptual Domain specifies all valid Value Meanings of a Data Element Concept.  

The Conceptual Domain should be ‘conceptually’ related to the Data Element Concept. 

Ultimately, Conceptual Domains can provide a 'pool' of Value Meanings related to the concept. These can be used to create appropriate Value Domains for the DECs.
	Classification Schemes are an easy way to group like Administered Components. 

A Classification Scheme can be based on anything. It may be a taxonomy, a network, an ontology, or any other terminological system. But it can also be any kind of grouping you choose. “John’s Data Elements” is a perfectly okay Classification Scheme. 

The classification may also be a list of controlled vocabulary or words.  The list might be taken from the “leaf level” of a taxonomy. 

A Classification Scheme may be used to classify components from any Context.  The Curator doing the classifying must have write privileges to Context of the Classification Scheme.  So, a curator must have write privileges to the context of the CS, then they can classify any component into it.   



	Relationships
	(1) CD to (1) DEC

(1) CD to  (n) Value Domain

(n) CD to (n) Value Meaning

CD’s are NOT associated to Data Elements
	(n) CS/CSI to (n) ANY Administered Component (Data Element, Data Element Concept, Value Domain, Conceptual Domain, Forms, etc.) 

Classification Schemes are not associated with Value Meanings



	References
	ISO / IEC 11179-3: Registry Metamodel and Basic Attributes
	ISO/IEC 11179-2: Classification for Data Elements (Section 4.10)

ISO/IEC 11179-3: Registry Metamodel and Basic Attributes


Example 1

	Relationships
	Data Element Concept
	Value Domain
	Data Element

	
	Access Route 

[ID 2012668]
	Access Route Name Text Code 

[ID 2180809]
	Route Name 

[ID 2003586]

	Conceptual Domain
	Therapy Doses
	Therapy Doses
	n/a

	Classification Scheme(s)
	· C3D Domain
	none
	· C3D Domain

· CCR Implementation

· Clinical Trial Mgmt Systems

· LIDS


Example 2

	Relationships
	Data Element Concept
	Value Domain
	Data Element

	
	Body Weight

[ID 2012400]
	Weight Measurement

[ID 2018368]
	Body Weight in Kilograms

[ID 2003303]

	Conceptual Domain
	Physical Description of Individuals
	Physical Description of Individuals
	n/a

	Classification Scheme(s)
	none
	none
	· CCR Implementation

· C3D Domain

· Clinical Trials Mgmt Systems

· Demonstration Applications
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