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Business Rules

The business rules included below are being implemented by all active Contexts of the caDSR as of 28 July 2003.  Rules pertain both to the creation and development of Data Elements and other Administered Components, as well as to the management and review of case report forms (CRFs).

1. The accepted definition and use of Workflow Statuses for Data Elements and other Administered Components are explained below.  Additional information about rules associated with Workflow Statuses is also available. (Updated 14 July 2003)

	Status
	Definition

	
	

	Draft New
	Status assigned to new Administered Components created during protocol review or in response to another request.

	Draft Mod
	Status assigned to new versions of existing Administered Components created to accommodate and represent requested changes.

	Approved for Trial Use
	Status assigned to Draft New Data Elements included on CDE-compliant forms, as well as their associated Administered Components.  Promotion to this status occurs when the Administered Component has been fully specified and CRFs with which the Data Element is associated are deemed CDE-compliant.

	Committee Submitted
	Status assigned to new or modified Data Elements, and their associated Administered Components, created and submitted for review by a CDE Disease Committee.

	Committee Submitted Used
	Status assigned to new or modified Data Elements, and their associated Administered Components, that have been approved for use on a trial and submitted to a CDE Disease Committee for review.  Committee Submitted Used Administered Components must be fully specified.

	Committee Approved
	Status assigned to Committee Submitted or Committee Submitted Used Data Elements, and their associated Administered Components, that have been approved for general use by a CDE Disease Committee.  Promotion to this status occurs upon consensus of the validity of the Data Element by the Committee.

	Released
	Status assigned to new or modified Data Elements, and their associated Administered Components, that have been reviewed and approved by the owning Context's review process (by committee or other decision-maker).  Released Administered Components must be fully specified and compliant with the ISO 11179 model and associated naming guidelines and conventions.

	Retired Withdrawn
	Status assigned to Data Elements, and their associated Administered Components, that have not been subjected to the owning Context's review process (by committee or other decision-maker), including those created for grandfathered protocols (those approved prior to the creation of Released Data Elements for the disease under study).  This also includes Draft New or Draft Mod Data Elements, and their associated Administered Components, that are removed from submitted CRFs prior to the forms being deemed CDE-compliant and Data Elements, and their associated Administered Components, that are removed from consideration prior to the owning Context's review process.  Retirement may only occur if the Data Element is not being used on other CRFs.  Retired Withdrawn Data Elements may be used on future CRFs as Draft New.

	Retired Phased Out
	Status assigned to new Data Elements or modified versions (not old versions) of Data Elements, and their associated Administered Components, that have been rejected for general release during the owning Context's review process (by committee or other decision-maker).  Retired Phased Out Data Elements should not be sent through another round of the owning Context's review process, but may be used as a last-resort on future protocols, if the need is determined by the CRF reviewer.

	Retired Archived
	Status assigned to old versions of Administered Components that have been replaced with new versions.  Retired Archived Data Elements should not be used on future trials and should not be sent through the owning Context's review process again.

	Retired Deleted
	Status assigned to Administered Components that were created in error and may be deleted from the database.  Retired Deleted Data Elements should not be viewed in the CDE Browser and should not be used on CRFs.

	Released-non-compliant
	Temporary status assigned to Released Data Elements that are not fully specified or compliant with the ISO 11179 standards and guidelines; these Data Elements will be specified and assigned the Released workflow status.


2. Multiple versions of a Data Element should not exist with the same Workflow Status. (Determined 12 May 2003)

3. 'Released' Data Elements must be compliant with the ISO 11179 model and the naming conventions or the owning Context (to be discussed/determined) and have their attributes fully specified. (Determined 12 May 2003)

4. ‘Released’ Data Elements may not undergo any changes except those allowed in the released versioning rules. (Updated 14 July 2003)

5. 'Draft Mod' Data Elements are created to represent modifications to an existing Data Element that is in use or has been released.  The in use/'Released' version remains, while a new version is created and assigned the 'Draft Mod' status.  The new and old versions will be considered side-by-side and result in one version being rejected and retired and the other version being approved and released.  Should it be determined that both Data Elements are useful and distinct, the old version should be assigned a status of 'Released'; the new version should be retired and then copied and released to create a distinct Data Element. (Determined 12 May 2003)

6. The accepted rules for versioning Data Elements, Value Domains, and Data Element Concepts are explained in the Appendix A Versioning.  General rules are below.  These rules can not be fully implemented until the release of caCORE 2.0 (functionality to specify whether version increment is “whole number” or “partial” anticipated in October 2003), but Contexts will immediately follow guidelines for when it is/is not necessary to create a new version. (Determined 30 June 2003)

a) The initial Version number assigned to all Administered Components is to be 1.0.

b) When a "whole number" version increment is required, the next Version number will be the next whole number (e.g., 2.3, 3.0).

c) Following nine "partial" version increments (i.e., by one-tenth), the next Version number will be the next whole number (e.g., 2.0, 2.1, 2.2, 2.3, 2.4, 2.5, 2.6, 2.7, 2.8, 2.9, 3.0).

7. Users should not be able to view, select, or search for Data Elements with a workflow status of 'Retired Deleted' through the CDE Browser or CCRR. (Determined 12 May 2003)

8. Although preference shall be given to 'Released' Data Elements, a compliance reviewer may select Data Elements of any workflow status, including those that have been retired, to be used on CRFs for grandfathered protocols.  Once Data Elements have been associated with a protocol/CRF, their workflow status may be changed without affecting their use for the protocol. (Determined 12 May 2003)

9. The accepted rules for Designations (designating a Data Element owned by another Context for use in yours) are explained in the Appendix B Designations.  These rules can not be fully implemented until the release of caCORE 2.0 (functionality to designate non-Released Data Elements anticipated in October 2003), but Contexts will immediately use these rules to designate Released Data Elements. (Determined 28 July 2003)

Appendix A

Versioning Rules
These rules are mandated for all Data Elements, Data Element Concepts, and Value Domains, unless the assigned Workflow Status of the version to be edited is “Draft New” or “Committee Submitted”.

A Data Element must be versioned, with its Version number incremented to the next whole number (e.g., 2.3 to 3.0), when:

1) its Preferred Name or Long Name is to be changed.

2) it is to be associated with a different Value Domain or a different version of the previously associated Value Domain.

3) it is to be associated with a different Data Element Concept or a different version of the previously associated Data Element Concept.

A Data Element must be versioned, with its Version number incremented by one-tenth (e.g., 2.3 to 2.4), when:

1) one or more of its Document Text entries (of type “Long Name” or “Historic Short CDE Name”) is to be changed; exceptions are made for the correction of a typographical error or a change to an unused element (i.e., not yet used on any CRFs) of “Draft New” status.

2) a substantive or semantic change is to be made to its Definition.

3) it is to be changed to accommodate requests made through the CRF CDE compliance review process; in this situation, the new version reflective of the requested changes would be assigned a Workflow Status of “Draft Mod”.

A Data Element should not be versioned when:

1) minor changes, such that a new version of the Value Domain is not required, are to be made to its associated Value Domain.

2) minor changes, such that a new version of the Data Element Concept is not required, are to be made to its associated Data Element Concept.

3) typographical errors are to be corrected in one or more of its Document Text entries.

4) one or more Document Text entries are to be added.

5) typographical or grammatical errors are to be corrected in its Definition.

6) if previously undefined (e.g., Definition reads “Please provide definition” or the Data Element’s name), the Data Element is to be defined.

7) classification scheme items assignments are to be added or deleted.

8) its Workflow Status is to be changed.

9) a Designation is to be added or deleted for the Data Element or any of its Administered Components.

10) a Change Note is to be added or deleted for the Data Element.

A Value Domain must be versioned, with its Version number incremented to the next whole number (e.g., 2.3 to 3.0), when:

1) its Preferred Name or Long Name is to be changed.

2) it is to be associated with a different Conceptual Domain or a different version of the previously associated Conceptual Domain; an exception is made if the previously associated Conceptual Domain was “<Context name> (e.g., “CTEP”, “CCR”, “DCP”).

3) its Domain Type is to be changed.

A Value Domain must be versioned, with its Version number incremented by one-tenth (e.g., 2.3 to 2.4), when:

1) a substantive or semantic change is to be made to its Definition.

2) it is to be changed to accommodate requests made through the CRF CDE compliance review process; in this situation, the new version reflective of the requested changes would be assigned a Workflow Status of “Draft Mod”.

3) one or more of the following of its attributes, unless previously unspecified, is to be changed: Data Type, Unit of Measure, Display Format, Character Set, Maximum Length, Minimum Length, High Value, Low Value, Decimal Place, Representation.

4) one or more of its Valid Values are to be deleted.

5) one or more Valid Values, representing a substantial change in the quantity, source or standard, or specificity of the Valid Values, is to be added.

6) one or more Valid Values is to be associated with a different Value Meaning; an exception is made if the previously associated Value Meaning was “Undefined in conversion” or “<Valid Value>”.

7) the Value Meaning Description, unless previously undefined, of an associated Value Meaning is to be changed.

A Value Domain should not be versioned when:

1) minor changes, such that a new version of the Conceptual Domain is not required, are to be made to its associated Conceptual Domain.

2) typographical or grammatical errors are to be corrected in its Definition.

3) if previously undefined (e.g., Definition reads “Please provide definition” or the Value Domain’s name), the Value Domain is to be defined.

4) one or more of the following of its previously unspecified attributes is to be defined: Data Type, Unit of Measure, Display Format, Character Set, Maximum Length, Minimum Length, High Value, Low Value, Decimal Place, Representation.

5) one or more Valid Values, not representing a substantial change in the quantity, source or standard, or specificity of the Valid Values, is to be added.

6) one or more Value Values is to be associated with a different Value Meaning, if the previously associated Value Meaning was undefined.

7) a Value Meaning Description, where previously undefined, is to be added to an associated Value Meaning.

8) its Workflow Status is to be changed.

9) a Designation is to be added or deleted for the Value Domain or any of its associated Administered Components.

10) a Change Note is to be added or deleted for the Value Domain.

A Data Element Concept must be versioned, with its Version number incremented to the next whole number (e.g., 2.3 to 3.0), when:

1) its Preferred Name or Long Name is to be changed.

2) it is to be associated with a different Conceptual Domain or a different version of the previously associated Conceptual Domain; an exception is made if the previously associated Conceptual Domain was “<Context name> (e.g., “CTEP”, “CCR”, “DCP”).

A Data Element Concept must be versioned, with its Version number incremented by one-tenth (e.g., 2.3 to 2.4), when:

1) a substantive or semantic change is to be made to its Definition.

2) it is to be changed to accommodate requests made through the CRF CDE compliance review process; in this situation, the new version reflective of the requested changes would be assigned a Workflow Status of “Draft Mod”.

3) one or more of the following of its attributes, unless previously unspecified, is to be changed: Object Class, Property.

A Data Element Concept should not be versioned when:

1) minor changes, such that a new version of the Conceptual Domain is not required, are to be made to its associated Conceptual Domain.

2) typographical or grammatical errors are to be corrected in its Definition.

3) if previously undefined (e.g., Definition reads “Please provide definition” or the Data Element Concept’s name), the Data Element Concept is to be defined.

4) one or more of the following of its previously unspecified attributes is to be defined: Object Class, Property.

5) its Workflow Status is to be changed.

6) a Designation is to be added or deleted for the Data Element Concept or any of its associated Administered Components.

7) a Change Note is to be added or deleted for the Data Element Concept.
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Appendix B
Designations

1) If, within its own Data Elements, a Context is unable to meet its needs, it is preferred that the Context use an appropriate Data Element from another Context rather than creating its own, potentially duplicative, Data Element.  This encourages common, rather than individual or distinctive, Data Elements.

2) The Used By Designation will be used to allow a Context to indicate its use of a Data Element from another Context.  Such use might include past use or permission to be used in the future on a protocol case report form.  At this time, the Context administrators have agreed that they will not use Designations for other types of Administered Components (i.e., Data Element Concepts and Value Domains).

3) There is no caDSR requirement that a Used By Designation must exist in order for a Data Element to be mapped (manually) or matched (through the CRT) to a question on a case report form.  Furthermore, data concerning the use of a Data Element on a case report form is stored independent of any Designations.

4) Whether or how the Used By Designation indicates that the Data Element may be used in future protocol case report forms, should be indicated to the designating Context’s constituents in that Context’s usage guidelines or documentation.

The tools do not currently provide a mechanism that allows the designating Context(s) to track the designator’s workflow for the Data Element.

5) The Used By Designation allows a Context to mark for use a specific version of a Data Element from another Context, as it exists.  This specific version will usually be the latest version, but may not be if one or more Draft Mod version exists.  Should a new version of a designated Data Element be created, the designating Context may choose, or in some situations be required, to undesignate the old version and/or designate the new version, or to maintain a version or copy in its own Context.

If the Workflow Status of the designated version is maintained and a new Draft Mod version is created, the designating Context(s) may choose to continue their existing Designation, replace their existing Designation with a Designation of the new version (undesignate the old and designate the new), or add a Designation to the new version.

If the Workflow Status of the designated version is changed to Retired Archived and a new version is created, the designating Context(s) must remove their existing Designation (undesignate the old) because it is not permissible to designate a retired Data Element.  The designating Context(s) may choose to designate the new version of the Data Element.  A copy of the old version should not be made for use on new protocols according to the Workflow Status definitions.

If the Workflow Status of the designated version is changed to Retired Phased Out, the designating Context(s) must remove their existing Designation (undesignate the old) because it is not permissible to designate a retired Data Element.  The designating Context(s) may choose to copy this version of the Data Element to use and maintain within their own Context.  It is suggested that if a Context chooses to make a copy of the Retired Phased Out Data Element, that they reference the CDE ID of the retired elements in the Change Notes for the copy.

6) If the designating Context requires changes to be made to a Data Element from another Context, the designating curator must either contact the owning curator to inquire about the creation of a new version to accommodate requested changes, or the designating curator must create a copy of the Data Element for use in its own Context.

7) Data Elements of the following Workflow Statuses may be designated as Used By a non-owning Context: Approved for Trial Use, Committee Submitted Used, Draft Mod, Committee Approved, Released-non-compliant, and Released.

8) A report showing modifications to and new versions of designated Data Elements will be developed and made available by NCICB to allow designating Contexts to be aware of changes made by the owning Context.

9) Where it is necessary for the designating Context to create a distinct copy of a Data Element, an attempt at harmonizing the two similar Data Elements may occur later.
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