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I.
Scope and Authority

Within the CTEP Context of caDSR, these naming conventions shall be applied below to:

1) Data Element Long Name [CDE Short Name];

2) Data Element Preferred Name [computer name];

3) Data Element Document Text (CDE Long Name);

4) Value Domain Long Name;

5) Value Domain Preferred Name [computer name];

6) Data Element Concept Long Name;

7) Data Element Concept Preferred Name [computer name];

8) Conceptual Domain Long Name;

9) Conceptual Domain Preferred Name [computer name].

Specific instructions for the application of these conventions to each of the enumerated items above are given in this document.

NCI CTEP or its designee shall be responsible for establishing names according to these conventions.

II.
Structure and Formation
Most names will be composed of one or some combination of the following types of terms.  Specific instructions for their use are given in this document.

1) Object class term: thing about which data is being collected; represents an object or activity.


Example 1: Radiation Therapy


Example 2: Patient

2) Property term: a characteristic or possession of the object class; category.


Example 1: Field


Example 2: Telephone Number

3) Representation term: specifies the form of the data that is being collected.


Example 1: Site


Example 2: Telephone Number

4) Qualifier: a modifier that describes any other term or further distinguishes the item that is being named from others that are similar; qualifiers should be used sparingly, only when absolutely necessary, because of limited name lengths.


Example 1: Prior, Boost


Example 2: Home

III.
General Rules

The rules contained in this section pertain to the naming of all items specified in Section I.

A. Semantic Rules

A word list exists for each of the four types of terms described in Section II.  (Words on these lists may be compound, or composed of two or more words pertaining to a single concept.)  The word lists contain terms that are standard to medical research and oncology.  Where possible, the words and any definitions are based on terms in the NCI Thesaurus.  Terms may also be suggested for inclusion by members of CDE Committees or by Cooperative Groups or other researchers.

When specified that object class terms, property terms, or representation terms are to be used to compose names, the terms must come from these word lists.  It is preferred that qualifiers come from the word list, but others may be added as needed.

These four word lists, including definitions for uncommon or ambiguous terms, are maintained by NCI CTEP or its designee.

B.
Syntactical Rules
If there is any duplication of words in a name composed according to these conventions, the optional term is to be deleted.  If the duplicate words are required, the property term or first occurrence is to be deleted.  Deletion of duplicate terms should be completed prior to the use of any abbreviations.

C.
Lexical Rules
Character set: The standard ASCII character set is to be used in the creation of all names.  This character set includes all letters in the Latin alphabet (A through Z), in both lower- and upper-case and numbers 0 through 9.  Additionally, the ASCII character set includes:
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All Preferred Names and Long Names may only begin with a letter.

Language/Spelling: American English will be used in the creation of all names.  The online Merriam Webster Dictionary (http://www.m-w.com) will be used as a reference as needed.

Abbreviations: Abbreviations may not be used in the creation of Long Names but are permissible for all other names.  Standardized abbreviations must be used; words may be abbreviated only if they appear on the CTEP list of standardized abbreviations.  NCI CTEP or its designee is responsible for maintaining this list.

Separators: Words that are normally hyphenated in general usage (e.g., post-operative) shall include their hyphens, regardless of name-specific rules concerning separators.

D.
Uniqueness
There is no general requirement that names be unique.  For example, a Conceptual Domain Long Name may be the same as a Value Domain Long Name.

IV.
Data Element Long Name
A.
Semantic Rules
A Data Element Long Name is composed of one object class term, one property term, and one representation term.  A maximum of three qualifiers, one modifying each of the other terms, may be added to the name if needed to further clarify the name or to make it distinct from other Data Element Long Names.

The NCI CTEP word lists described in Section III are to be used to compose Data Element Long Names.

B.
Syntactical Rules
Relative positions: The object class term shall occupy the first position in the name and the property term shall occupy the second position.  A qualifier shall directly precede the term it modifies.

Absolute position: The representation term shall occupy the last position in the name.  If there is a qualifier modifying the representation term, the qualifier shall directly precede the representation term (occupying the second to last position in the name).

Model:

(‘o’ indicates an optional term, while ‘m’ indicates a mandatory term.  “Qualifier” has been abbreviated as “Qual”.)

<Qual (o)> <Object Class Term (m)> <Qual (o)> <Property Term (m)> <Qual (o)> <Representation Term (m)>

C.
Lexical Rules
Name length: restricted to a maximum of 120 characters, including separators.

Case: mixed case.

Abbreviations: may not be used.

Separators: spaces are to be used to separate words; no other punctuation is to be used.

D. Uniqueness
Data Element Long Names must be unique and distinct from one another.

V.
Data Element Preferred Name
A.
Semantic Rules
A Data Element Preferred Name is an abbreviated form of the Data Element Long Name; it is, therefore, composed of one object class term, one property term, and one representation term, and up to a maximum of three qualifiers, one modifying each of the other terms.  The Data Element Long Name is to be determined first, in accordance with the rules of Section IV, and then abbreviated as described below.

B.
Syntactical Rules
Relative positions: The object class term shall occupy the first position in the name and the property term shall occupy the second position.  A qualifier shall directly precede the term it modifies.

Absolute position: The representation term shall occupy the last position in the name.  If there is a qualifier modifying the representation term, the qualifier shall directly precede the representation term (occupying the second to last position in the name).

Model:

(‘o’ indicates an optional term, while ‘m’ indicates a mandatory term.  “Qualifier” has been abbreviated as “Qual”.)

<Qual (o)> <Object Class Term (m)> <Qual (o)> <Property Term (m)> <Qual (o)> <Representation Term (m)>

C.
Lexical Rules
Name length: restricted to a maximum of 20 characters, including separators.

Case: uppercase.

Abbreviations: all words appearing on the CTEP list of standardized abbreviations must be abbreviated; if after abbreviations are implemented, name length exceeds 20 characters, unabbreviated terms will be truncated to 3 letters as needed in the order of qualifiers, property term, representation term, object class term.

Separators: no separators shall be used between terms in a compound word, underscores are to be used to separate other terms; no other punctuation is to be used.

D. Uniqueness
Data Element Preferred Names must be unique and distinct from one another.

VI.
Data Element Document Text (CDE Long Name)
The primary purpose of this name is to provide text to include on a case report form for clinical research.  As such, the Data Element Document Text/CDE Long Name does not have to comply with the ISO/IEC 11179 standards.

A.
Semantic Rules
A Data Element Document Text/CDE Long Name is composed based on the recommendations of CDE Committees, Cooperative Groups, or other researchers.  There are no specific requirements as to the composition of this name.  Where possible, the terms appearing on the NCI CTEP word lists described in Section III are to be used.

B.
Syntactical Rules
No specific syntactical rules exist for a Data Element Document Text/CDE Long Name.  It must be ordered in a logical fashion to ensure comprehension in the field.  Date Element Document Text/CDE Long Names may take the form of phrases, questions, or statements.

C.
Lexical Rules
Name length: restricted to a maximum of 200 characters, including separators; this length restriction is to accommodate the Clinical Trials Support Unit’s (CTSU’s) database structure.

Case: mixed case or initial capitalization are allowed.

Abbreviations: may, but are not required to, be used; if used, consult the CTEP list of standardized abbreviations.

Synonyms: foreign language names or other spellings may be included as Alternate Names of type ‘Synonym’.

Separators: spaces, commas, colons, semi-colons, periods, or hyphens may be used to separate words; question marks, but not periods or colons, may appear at the end 

D. Uniqueness
Data Element Document Text/CDE Long Names are not required to be unique from each other or from other names in the database.

VII.
Value Domain Long Name
A.
Semantic Rules
A Value Domain Long Name is composed of one object class term (optional), one property term (optional), and one representation term.  A maximum of three qualifiers, one modifying each of the other terms, may be added to the name if needed to further clarify the name or to make it distinct from other Value Domain Long Names.

The NCI CTEP word lists described in Section III are to be used to compose Value Domain Long Names.

B.
Syntactical Rules
Relative positions: When present, the object class term shall occupy the first position in the name and the property term shall occupy the second position.  A qualifier shall directly precede the term it modifies.

Absolute position: The representation term shall occupy the last position in the name.  If there is a qualifier modifying the representation term, the qualifier shall directly precede the representation term (occupying the second to last position in the name).

Model:

(‘o’ indicates an optional term, while ‘m’ indicates a mandatory term.  “Qualifier” has been abbreviated as “Qual”.)

<Qual (o)> <Object Class Term (o)> <Qual (o)> <Property Term (o)> <Qual (o)> <Representation Term (m)>

C.
Lexical Rules
Name length: restricted to a maximum of 120 characters, including separators.

Case: mixed case.

Abbreviations: may not be used.

Separators: spaces are to be used to separate words; no other punctuation is to be used.

D. Uniqueness
Value Domain Long Names must be unique and distinct from others assigned to the same Conceptual Domain.

VIII.
Value Domain Preferred Name
A.
Semantic Rules
A Value Domain Preferred Name is an abbreviated form of the Value Domain Long Name; it is, therefore, composed of one object class term (optional), one property term (optional), and one representation term, and up to a maximum of three qualifiers, one modifying each of the other terms.  The Value Domain Long Name is to be determined first, in accordance with the rules of Section VII, and then abbreviated as described below.

B.
Syntactical Rules
Relative positions: When present, the object class term shall occupy the first position in the name and the property term shall occupy the second position.  A qualifier shall directly precede the term it modifies.

Absolute position: The representation term shall occupy the last position in the name.  If there is a qualifier modifying the representation term, the qualifier shall directly precede the representation term (occupying the second to last position in the name).

Model:

(‘o’ indicates an optional term, while ‘m’ indicates a mandatory term.  “Qualifier” has been abbreviated as “Qual”.)

<Qual (o)> <Object Class Term (o)> <Qual (o)> <Property Term (o)> <Qual (o)> <Representation Term (m)>

C.
Lexical Rules
Name length: restricted to a maximum of 20 characters, including separators.

Case: uppercase.

Abbreviations: all words appearing on the CTEP list of standardized abbreviations must be abbreviated; if after abbreviations are implemented, name length exceeds 20 characters, unabbreviated terms will be truncated to 3 letters as needed in the order of qualifiers, object class term, property term, representation term.

Separators: no separators shall be used between terms in a compound word, underscores are to be used to separate other terms; no other punctuation is to be used.

E. Uniqueness
Value Domain Preferred Names must be unique and distinct from others assigned to the same Conceptual Domain.

IX.
Data Element Concept Long Name
A.
Semantic Rules
A Data Element Concept Long Name is composed of one object class term and one property term.  If a term belongs to both the property and representation classes (e.g., ‘name’), a replacement term to be used in the Data Element Concept names is provided on the NCI CTEP word lists.

The NCI CTEP word lists described in Section III are to be used to compose Data Element Concept Long Names.

The name and definition should be written in single tense.

B.
Syntactical Rules
Absolute positions: The object class term shall occupy the first position in the name and the property term shall occupy the second/last position.

Model:

(‘m’ indicates a mandatory term.)

<Object Class Term (m)> <Property Term (m)>

C.
Lexical Rules
Name length: restricted to a maximum of 40 characters, including separators.

Case: mixed case.

Abbreviations: may not be used.

Separators: spaces are to be used to separate words; no other punctuation is to be used.

D. Uniqueness
Data Element Concept Long Names must be unique and distinct from others assigned to the same Conceptual Domain.

X.
Data Element Concept Preferred Name
A.
Semantic Rules
A Data Element Preferred Name is an abbreviated form of the Data Element Concept Long Name; it is, therefore, composed of one object class term and one property term.  The Data Element Concept Long Name is to be determined first, in accordance with the rules of Section IX, and then abbreviated as described below.

B.
Syntactical Rules
Absolute positions: The object class term shall occupy the first position in the name and the property term shall occupy the second/last position.

Model:

(‘m’ indicates a mandatory term.)

<Object Class Term (m)> <Property Term (m)>

C.
Lexical Rules
Name length: restricted to a maximum of 20 characters, including separators.

Case: uppercase.

Abbreviations: all words appearing on the CTEP list of standardized abbreviations must be abbreviated; if after abbreviations are implemented, name length exceeds 20 characters, unabbreviated terms will be truncated to 3 letters as needed in the order of property term, object class term.

Separators: no separators shall be used between terms in a compound word, underscores are to be used to separate other terms; no other punctuation is to be used.

D. Uniqueness
Data Element Concept Names must be unique and distinct from others assigned to the same Conceptual Domain.

XI.
Conceptual Domain Long Name
A.
Semantic Rules
A Conceptual Domain Long Name is usually composed of a property term.  In some cases, one object class term, one representation term, and a maximum of three qualifiers, one modifying each of the other terms, may be added to the name if needed to further clarify the name or to make it distinct from other Conceptual Domain Long Names.  The name and definition should be plural.

The NCI CTEP word lists described in Section III are to be used to compose Conceptual Domain Long Names.

B.
Syntactical Rules
Relative positions: When present, the object class term shall occupy the first position in the name and the property term shall occupy the second position. A qualifier shall directly precede the term it modifies.

Absolute position: When present, the representation term shall occupy the last position in the name.  If there is a qualifier modifying the representation term, the qualifier shall directly precede the representation term (occupying the second to last position in the name).

Model:

(‘o’ indicates an optional term, while ‘m’ indicates a mandatory term.  “Qualifier” has been abbreviated as “Qual”.)

<Qual (o)> <Object Class Term (o)> <Qual (o)> <Property Term (o)> <Qual (o)> <Representation Term (o)>

C.
Lexical Rules
Name length: restricted to a maximum of 120 characters, including separators.

Case: mixed case.

Abbreviations: may not be used.

Separators: spaces are to be used to separate words; no other punctuation is to be used.

D. Uniqueness
Conceptual Domain Long Names must be unique and distinct from one another.

XII.
Conceptual Domain Preferred Name
A.
Semantic Rules
A Conceptual Domain Preferred Name is an abbreviated form of the Conceptual Domain Long Name.  The Conceptual Domain Long Name is to be determined first, in accordance with the rules of Section XI, and then abbreviated as described below.

B.
Syntactical Rules
Relative positions: When present, the object class term shall occupy the first position in the name and the property term shall occupy the second position. A qualifier shall directly precede the term it modifies.

Absolute position: When present, the representation term shall occupy the last position in the name.  If there is a qualifier modifying the representation term, the qualifier shall directly precede the representation term (occupying the second to last position in the name).

Model:

(‘o’ indicates an optional term, while ‘m’ indicates a mandatory term.  “Qualifier” has been abbreviated as “Qual”.)

<Qual (o)> <Object Class Term (o)> <Qual (o)> <Property Term (o)> <Qual (o)> <Representation Term (o)>

C.
Lexical Rules
Name length: restricted to a maximum of 20 characters, including separators.

Case: uppercase.

Abbreviations: all words appearing on the CTEP list of standardized abbreviations must be abbreviated; if after abbreviations are implemented, name length exceeds 20 characters, unabbreviated terms will be truncated to 3 letters as needed in the order of qualifiers, object class term, property term, representation term.

Separators: no separators shall be used between terms in a compound word, underscores are to be used to separate other terms; no other punctuation is to be used.

E. Uniqueness
Conceptual Domain Preferred Names must be unique and distinct from one another.

XIII.
Summary and Examples
Names given to Data Elements and other Administered Components in these examples are illustrative only; actual names assigned may be different.
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Figure 1. Relationships Surrounding the Data Element

A. Relationships
A Conceptual Domain may have many associated Data Element Concepts and Value Domains.

A Data Element Concept may have many associated Data Elements but may be assigned to one and only one Conceptual Domain.

A Data Element may have only one associated Value Domain and may have only one associated Data Element Concept.

A Value Domain may have many associated Data Elements but may be assigned to one and only one Conceptual Domain.

B.
Naming
A Data Element name is comprised of an Object Class Term, a Property Term, and a Representation Term.  A Data Element name may also include one or more Qualifiers.

A Data Element Concept name is comprised of an Object Class Term and a Property Term, without any Representation Term or Qualifiers.

A Value Domain name is comprised of an Object Class Term (optional), a Property Term (optional), and a Representation Term.  A Value Domain name may also include one or more Qualifiers.

A Conceptual Domain name may be comprised of an Object Class Term (optional), a Property Term (optional), and a Representation Term (optional).  A Conceptual Domain name may also include one or more Qualifiers.
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Figure 2. Relationships and Naming Using Example 1.
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Figure 3. Relationships and Naming Using Example 2.

C.
Applying the Conventions
The examples below demonstrate the application of the naming conventions to 20 randomly selected common Data Elements.  For emphasis, special formatting has been applied in the Data Element Long Names to indicate the types of terms used in the composition of names.

Object Class Term: bold

Property Term: italics

Representation Term: underline

Qualifier: normal

	Existing CDE Short Name
	Patient Address, Postal Code

	Conceptual Domain Long Name
	Geographic Locations

	Data Element Concept Long Name
	Patient Address

	Data Element Long Name
	Patient Address Postal Code

	Value Domain Long Name
	Postal Code

	Existing CDE Short Name
	Agent Initial Dose

	Conceptual Domain Long Name
	Therapy Doses

	Data Element Concept Long Name
	Agent Quantity

	Data Element Long Name
	Agent Initial Dose

	Value Domain Long Name
	Agent Dose

	Existing CDE Short Name
	Brachytherapy Site, Boost

	Conceptual Domain Long Name
	Anatomic Sites

	Data Element Concept Long Name
	Brachytherapy Boost

	Data Element Long Name
	Brachytherapy Boost Site

	Value Domain Long Name
	Boost Site

	Existing CDE Short Name
	RT Begin Date

	Conceptual Domain Long Name
	Therapy Occurrences

	Data Element Concept Long Name
	RT Occurrence

	Data Element Long Name
	RT Begin Date

	Value Domain Long Name
	Date

	Existing CDE Short Name
	Biopsy Type

	Conceptual Domain Long Name
	Assessments

	Data Element Concept Long Name
	Tumor Biopsy

	Data Element Long Name
	Tumor Biopsy Type

	Value Domain Long Name
	Biopsy Type

	Existing CDE Short Name
	CTC Adverse Event Attribution Code

	Conceptual Domain Long Name
	Adverse Events

	Data Element Concept Long Name
	Adverse Event Attribution

	Data Element Long Name
	CTC Adverse Event Attribution Scale

	Value Domain Long Name
	Adverse Event Attribution Scale

	Existing CDE Short Name
	CTC Adverse Event Report Begin Date

	Conceptual Domain Long Name
	Adverse Events

	Data Element Concept Long Name
	Adverse Event Report

	Data Element Long Name
	CTC Adverse Event Report Begin Date

	Value Domain Long Name
	Date

	Existing CDE Short Name
	CTC Adverse Event Report End Date

	Conceptual Domain Long Name
	Adverse Events

	Data Element Concept Long Name
	Adverse Event Report

	Data Element Long Name
	CTC Adverse Event Report End Date

	Value Domain Long Name
	Date


	Existing CDE Short Name
	Disease Assessment, Measurable Ind

	Conceptual Domain Long Name
	Assessment Results

	Data Element Concept Long Name
	Disease Present

	Data Element Long Name
	Measurable Disease Present Ind-3

	Value Domain Long Name
	Ind-3

	Existing CDE Short Name
	Lymph Node(s) Examined Number

	Conceptual Domain Long Name
	Numbers

	Data Element Concept Long Name
	Lymph Node Examined

	Data Element Long Name
	Lymph Node Examined Count

	Value Domain Long Name
	Count

	Existing CDE Short Name
	Lymph Node(s) Positive Number

	Conceptual Domain Long Name
	Numbers

	Data Element Concept Long Name
	Lymph Node Examined

	Data Element Long Name
	Positive Lymph Node Examined Count

	Value Domain Long Name
	Count

	Existing CDE Short Name
	Surgical Complication Ind, Post-operative

	Conceptual Domain Long Name
	Adverse Events

	Data Element Concept Long Name
	Surgery Complication

	Data Element Long Name
	Surgery Post-operative Complication Ind-3

	Value Domain Long Name
	Ind-3

	Existing CDE Short Name
	IRB Approval Date

	Conceptual Domain Long Name
	Protocol and Form Administration Occurrences

	Data Element Concept Long Name
	Protocol Approved

	Data Element Long Name
	Protocol IRB Approved Date

	Value Domain Long Name
	Date

	Existing CDE Short Name
	Surgeon Name

	Conceptual Domain Long Name
	Individuals

	Data Element Concept Long Name
	Surgeon Identifier

	Data Element Long Name
	Surgeon Name

	Value Domain Long Name
	Name

	Existing CDE Short Name
	Patient Name

	Conceptual Domain Long Name
	Individuals

	Data Element Concept Long Name
	Patient Identifier

	Data Element Long Name
	Patient Name

	Value Domain Long Name
	Name

	Existing CDE Short Name
	SWOG Patient Study ID

	Conceptual Domain Long Name
	Individuals

	Data Element Concept Long Name
	Patient Identifier

	Data Element Long Name
	Patient SWOG Number

	Value Domain Long Name
	Patient Number

	Existing CDE Short Name
	SWOG Protocol No.

	Conceptual Domain Long Name
	Research Protocols

	Data Element Concept Long Name
	Protocol Identifier

	Data Element Long Name
	SWOG Protocol Number

	Value Domain Long Name
	Protocol Number

	Existing CDE Short Name
	Primary Site

	Conceptual Domain Long Name
	Anatomic Sites

	Data Element Concept Long Name
	Tumor Location

	Data Element Long Name
	Melanoma Tumor Primary Site

	Value Domain Long Name
	Melanoma Tumor Site


	Existing CDE Short Name
	Primary Tumor Measurement Date

	Conceptual Domain Long Name
	Assessment Occurrences

	Data Element Concept Long Name
	Tumor Size

	Data Element Long Name
	Primary Tumor Size Date

	Value Domain Long Name
	Date

	Existing CDE Short Name
	Primary Tumor Size

	Conceptual Domain Long Name
	Tumor Measurements

	Data Element Concept Long Name
	Tumor Size

	Data Element Long Name
	Primary Tumor Size Measurement

	Value Domain Long Name
	Tumor Size Measurement

	Existing CDE Short Name
	Lab, Electrolytes, Potassium

	Conceptual Domain Long Name
	Labs

	Data Element Concept Long Name
	Electrolytes Lab

	Data Element Long Name
	Electrolytes Potassium Lab Unspecified Value

	Value Domain Long Name
	Potassium Unspecified Value
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