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caDSR Governance
[bookmark: _Toc36581956]Purpose
The National Cancer Institute (NCI) cancer Data Standards Registry and Repository (caDSR) Governance provides a framework outlining the decision rights and accountability of the stakeholders who manage metadata in the Registry and Repository. NCI Center for Biomedical Informatics and Information Technology (CBIIT) established the caDSR and its associated applications to provide shared standards in a human and machine and readable contexts. The metadata is created, registered, and managed by a community of stakeholders. The Governance aligns with the roles and responsibilities as defined in International Standards Organization and the International Electrotechnical Commission 11179 (ISO/IEC 11179) metadata registry standard and implements the full set of ISO/IEC 11179 registration statuses in the caDSR. The registration statuses are defined in Appendix B: ISO/IEC 11179 Registration Status Checklist.
The Governance outlines responsibilities and requirements for all stakeholders who create, store, use, modify, archive, and delete metadata stored in the caDSR. Given the large community of metadata contributors, managing metadata best practices and quality assurance is essential. Management of metadata in a standardized manner promotes data integrity, accuracy, and consistency to support interoperability and reliable analysis of biomedical research data for NCI and stakeholder organizations. 
While the Governance defines a framework that leverages ISO/IEC 11179 roles, descriptions, and responsibilities of community members, it also retains the overarching NCI principle that metadata creators remain “owners” of their content and control any modifications to it. Utilizing the full set of ISO/IEC 11179 registration statuses allows caDSR users to identify the highest quality Administered Items (AIs) including Common Data Elements (CDEs), Data Element Concepts (DECs) and Value Domains (VDs) for preferential use across user communities.
The ISO/IEC 11179 and equivalent caDSR roles are described below in Table 1: ISO/IEC 11179 and caDSR Roles and Descriptions. The Governance will use the ISO/IEC 11179 Role names in this document.


[bookmark: _Toc36581957][bookmark: Table_1]Table 1: ISO/IEC 11179 and caDSR Roles and Descriptions
	ISO/IEC 11179 Role
	caDSR Role
	Description

	Registration Authority (RA)
	NCI caDSR Metadata Manager and NCI CBIIT Curation Team
	An organizational unit comprised of Registrar and Control Committee responsible for the strategic guidance and direction for the caDSR.

	Registrar
	NCI caDSR Metadata Manager
	Responsible for oversight and management of the caDSR metadata, and associated users. Directs activities of the Control Committee and any Working Group (WG).

	Control Committee (CC)
	NCI CBIIT Curation Team 
	Supports the Registrar in the management of the caDSR metadata.  The CC provides technical direction, enforces data registration policies and procedures, and works with the community to harmonize caDSR AIs. CC members also serve as Embedded Curators and are available to assist an SO with designated governance tasks and metadata maintenance tasks of “Standard” and “Qualified” AIs that are reused outside the owning SO.  
If a SO does not have Stewards or Curators, CC members assume the role.  A list of the Embedded Curator for each SO is provided on the caDSR Content wiki.

	Stewardship Organization (SO)
	Context
	An organizational unit that owns metadata content within a functional or domain specific area in the caDSR. 

	Steward
	Context Administrator (CA)
	SME responsible for oversight, management, and maintenance of domain specific metadata, associated users, and serves as the functional area SME representative to any WG.

	Submitting Organization
	Stakeholders
	Organizational unit that submits metadata to the caDSR.  This role may be assumed by a SO.

	Submitter
	Curator
	Subject Matter Expert (SME) responsible for the creation and maintenance of caDSR metadata following the registration requirements.

	Read only User
	Users
	A person in or outside a Submitting Organization that requests new, or changes to existing caDSR metadata but does not have privileges to register caDSR metadata.
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The intended audience for this document includes all stakeholders as well as the Stewardship Organizations (SO) who create and maintain metadata in the caDSR. The goal of metadata governance is to maximize data integration, aggregation, analysis and sharing capabilities among the SOs. The Governance guidelines promote adoption of metadata standards for data collection and management used to support clinical trials and related activities where biomedical research data is collected, stored, transmitted and shared. 
Scope of the Governance is to:
· Define policy and guidelines for all caDSR metadata
· Document workflows used to implement the policies and guidelines
· Define SO roles and responsibilities based on ISO/IEC 11179
The Governance does not address:
· Compliance management of metadata with a Standard or Qualified registration status by the SOs
· Monitoring quality assurance
[bookmark: _Toc36581959]Governance Guidelines
Guidelines provide an overarching set of Business Rules (BRs) for all caDSR metadata.  SO specific governance may further constrain these rules to meet their specific implementation requirements and limitations; however, those SO specific rules must not conflict with the rules of the caDSR. 
The Governance guidelines are:
· Metadata must be created and maintained based on the current caDSR BRs
· DEC and VD semantics must utilize an Enterprise Vocabulary Service (EVS) provided vocabulary, preferably the NCI Thesaurus
· ISO/IEC 11179 registration statuses will be used to specify progression in quality of the metadata and to identify preferred AIs for reuse
· CDEs, DECs, and VDs will be governed and maintained using the tiered approach (as depicted in Figure 2: Tiered Governance Approach) with oversight by the RA
[bookmark: _Ref457983233][bookmark: _Toc36581960]Governance Roles and Responsibilities
The responsibilities of individuals and organizations who manage and maintain the caDSR metadata are based on the following ISO/IEC 11179 roles:
[bookmark: _Ref8821829][bookmark: _Toc473103296][bookmark: _Toc36581961]Table 2: Role Descriptions
	ISO/IEC 11179 Role
	Responsibilities

	Registration Authority (RA)
	· Provide strategic guidance and direction for the caDSR.
· Align metadata activities with NCI’s vision, goals, and strategic plans.
· Provide oversight for business rules compliance management and metadata quality assurance.
· Resolve all business management issues pertaining to the caDSR, e.g., copyrights, stewardship, Executive Committee membership, etc.

	Registrar
	· Monitor, manage, and resolve issues pertaining to the caDSR.
· Approve and ensure appropriate access for new users and/or organizations.
· Oversee AI progression through the registration status levels
· Monitor and manage AIs with registration statuses of Preferred Standard and Standard.
· Propose procedures for using the caDSR and standard formats.
· Enforce policies and procedures.
· Enforce Data Registration (DRs) procedures.

	Control Committee (CC)
	· Metadata Curation and Management:
· Define and maintain policies and procedures for the caDSR.
· Promote reuse and sharing of AIs within and across functional areas and among external interested parties.
· Assist in the identification and resolution of semantic issues associated with AIs (e.g., overlap, duplication, etc.)
· Approve metadata, procedures, and formats.
· Enforce DR procedures.
· Approve and implement updates to an AI with the registration status of Preferred Standard.
· Perform actions as directed by the Registrar.
· Submit management related recommendations and issues to the Registrar.
· Embedded Curator:
· Serve as primary interface between the RA and the SO.
· Assist the owning SO to progress AIs through Qualified, Standard, and Preferred Standard registration statuses.
· Assist the Steward in assessing and monitoring change requests received from the CC for their AIs at Qualified or Standard registration statuses and which are reused outside their SO.
· Work with the Steward to ensure Qualified and Standard AIs comply with BRs.
· Provide interim maintenance to CRF Initiative, SO owned Standard AIs until transferred to NCI Standards SO.

	Stewardship Organization (SO)
	· Ensure integrity and accuracy of the semantic annotations associated with an AI assigned within their SO by the SME.
· Review proposals from Submitting Organizations on metadata attribute values, e.g., name, definition, and permissible values for the AIs.
· Decide, in case of confusion and/or conflict, on the metadata attribute values of the assigned AI within their functional area.

	Steward
	· Represent their SO in the decision-making activities of the caDSR Content Team.
· Define and maintain policies and procedures specific to their organizational unit requirements.
· Ensure that data registration procedures and formats are followed within their assigned functional area.
· Ensure that appropriate AIs in their assigned functional area are properly registered.
· Coordinate the identification and documentation of AIs within their assigned functional area.
· Coordinate with other Stewards to prevent or resolve duplicate efforts in defining AIs.
· Review all AIs in the Recorded status to identify and attempt to resolve conflicts among AIs with other functional area Stewards.
· Ensure the quality and completeness of AI metadata attribute values against BRs proposed for the Qualified registration status level, reusing standardized data from caDSR where applicable.
· Propose Standard registration status level AIs in their assigned functional area, working with Embedded Curator.
· Propose Preferred Standard registration status level AIs from their assigned functional area to the RA, working with Embedded Curator.
· Approve updates to AIs previously placed in their SO for all registration status levels except Preferred Standard.
· Recommend Curators to the RA.
· Transfer ownership of an AI to another Steward, working with Embedded Curator.

	Submitting Organization (Role may be assumed by SO)
	· Provide pertinent identification and contact information to the RA.
· Ensure that when an AI has been registered, specification of the metadata attribute values is not changed without first advising the Steward.

	Submitter
	· Identify himself/herself and provide required information to the Registrar as a creator of content (e.g. contact information, SO, organization or program/project).
· Create and maintain functional area AIs with an Incomplete or Candidate registration status in the caDSR.
· Ensure the completeness of mandatory metadata attribute values for AIs proposed for the Recorded registration status level.
· Manage and maintain functional area AIs with a registration status of Recorded or higher with oversight of the functional area Steward.
· Transfer ownership of an AI to another Steward under the direction of the Steward and working with the Embedded Curator.

	Read only User
	· Contact RA when errors, redundant metadata attribute values or inconsistencies are identified.


[bookmark: _Ref459648140]
The RA provides quality assurance and compliance monitoring to ensure that the caDSR metadata complies with BRs and to identify AIs that are broadly reused, promoting them to a higher level of registration status as appropriate. The RA may delegate these responsibilities and assign them to a Compliance Manager (CM) and/or a Quality Assurance Manager (QAM). Roles for the CM and the QAM are included for completeness but the processes used to perform the associated tasks is out of scope for this document.  The CM works in conjunction with the RA to ensure compliance with current BRs and to recommend new or modifications to the metadata standards.  The QAM performs periodic reviews of the caDSR to identify metadata discrepancies or noncompliance to BRs.
The RA, working with the SO, utilizes the overarching guidelines defined in the Governance to manage and maintain the caDSR metadata.  caDSR Content Team members define BRs and the associated guidelines that reach across all SOs. This may be a focused group of the members who discuss and vet issues, bringing them back to the larger Content Team for approval.
All caDSR metadata originates in and is owned by one SO.  It is the responsibility of the owning organization to manage and maintain the metadata until a time when it is recommended for broader community reuse and adopted as a Preferred Standard.  All metadata is created using terminology sources provided by the EVS, with the NCIt being the preferred source. SOs identify metadata that are appropriate for inclusion in the caDSR.  The role of the Submitting Organization may be assumed by the SO depending on the organizational structure for that functional area. 
Figure 1: Role Interactions and Relationships depicts the interaction and relationship of these roles. 
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The Tiered Governance Approach provides a framework that describes how NCI and SOs share responsibility for creating and maintaining the best quality metadata for use by the broader community as depicted in Figure 2: Tiered Governance Approach. 


[bookmark: Fig_2][bookmark: _Toc36581964]Figure 2: Tiered Governance Approach
[image: ]


Tiered Governance Approach is applied to:
· caDSR – The RA is responsible for oversight of all caDSR metadata and for the management and maintenance of the Preferred Standards, Standards and Qualified AIs comprising these CDEs
· SO – Working in partnership with the RA, these groups are responsible for the creation, management, and maintenance of their SO or program specific metadata stored in the caDSR. The RA aids with maintenance of Standard or Qualified AIs that are reused outside the owning SO
· Study Specific – Metadata content, such as eligibility requirements and treatment codes, managed via study specific governance rules defined by the owning SO 
All caDSR metadata is monitored by the RA utilizing the BRs created, approved, and maintained by the caDSR Content Team.  SOs may further refine and limit the caDSR BRs to satisfy their specific implementation requirements but these rules cannot conflict with the caDSR BRs. 
Table 3: Tiered Governance Responsibilities details the criteria used to define the level of SO involvement at each governance level.  A member of the NCI CBIIT Curation Team, referred to as an Embedded Curator, is available to assist the SO in this implementation.
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	caDSR Governance
	SO Governance
	Study specific Governance

	Scope
	Oversight of all caDSR metadata and all registration statuses.
Manage and maintain the Preferred Standard AIs.
	Manage and maintain all metadata created by their organization.
Manage and maintain SO Standard and Qualified AIs w/oversight by caDSR RA.
	SO manages and maintains study specific metadata with minimal oversight by the caDSR RA.

	Roles
	Registrar
Control Committee
	Steward
	Steward
Submitter

	Registration Approval Levels
	Preferred Standard
Standard
Qualified
	Standard
Qualified
Recorded
Candidate
	Candidate
Incomplete

	Communication
	1) Listserv: CADSR_USERS@LIST.NIH.GOV 
2) Wiki: caDSR Standards and caDSR Content Team
3) Email (caDSR.RA@mail.nih.gov) for direct requests
4) Content Team for topic discussions
5) Control Committee representative (Embedded Curator) assigned to SO
	1) Listserv: CADSR_USERS@LIST.NIH.GOV
2) Wiki: caDSR Standards and caDSR Content Team
3) Email (caDSR.RA@mail.nih.gov) for direct requests
4) Content Team for topic discussions
5) Control Committee representative (Embedded Curator) assigned to SO
6) SO level communication mechanisms
	1) Listserv: CADSR_USERS@LIST.NIH.GOV 2) Wiki: caDSR Standards and caDSR Content Team
3) Email (caDSR.RA@mail.nih.gov) for direct requests
4) Content Team for topic discussions
5) SO level communication mechanisms

	Terminology compliance
	CDE, DEC, VD and VM compliance with concept use based on BRs for metadata with a registration status of “Qualified” or higher.
	CDE, DEC, VD and VM compliance with concept use based on BRs for SO metadata with a registration status of “Qualified” or higher.
	Concept usage based on study specific requirements; Exceptions may be granted based on SO level governance policy and procedures.

	Activities
	1) Coordinate “Preferred Standard”, “Standard”, and “Qualified” registration status reviews
2) Create and maintain Preferred Standards
3) Perform and coordinate Expedited CDE Reviews (Preferred Standard and Standard)
4) Perform Routine CDE Reviews (all statuses)
5) Monitor caDSR metadata via metrics to identify trends and discrepancies with BRs
6) Provide centralized curation for designated metadata
	1) Participate and provide input in “Standard” and “Qualified” registration status reviews
2) Create and maintain SO Standards
3) Participate in Expedited Reviews as reviewer (Preferred Standard and Standard)
4) Perform Routine CDE Reviews (SO owned CDEs; all statuses)
5) Respond to caDSR monitoring questions on SO metadata 
6) Provide curation for SO metadata
	1) Participate and provide input in SO content reviews when requested 
2) Perform study specific CDE reviews as requested by Steward
3) Respond to caDSR monitoring questions on study specific metadata  
4) Provide curation for study specific metadata


Utilizing the Tiered Governance Approach, the following activities are performed. The roles, responsibilities and interactions among the Governance levels vary for each of the following activities as described in Table 4: Tiered Governance Activities.
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	Activity
	caDSR
	SO
	Study specific

	1) Preferred Standard registration status reviews
	Annual; responsible for updates and management of the Preferred Standards.
	As requested by caDSR Registrar; responsible for providing SME expertise and impact assessment of proposed updates to Preferred Standards.  Embedded Curator available to assist with this task.
	Not applicable

	2) Standard registration status reviews
	As requested; responsible for review of proposed and existing Standards for compliance with BRs and potential redundancy with existing CDEs in another SO.
	Annual; responsible for updates and management of SO Standards.  Embedded Curator available to assist with this task.
	Not applicable

	3) Qualified registration status reviews
	As requested; responsible for review of proposed and existing “Qualified” CDE(s) for compliance with BRs and potential redundancy with existing CDEs in another SO.
	As needed; responsible for updates and management of SO AIs with “Qualified” registration status (Embedded Curator available to assist with this task when AI is reused outside the SO).
	Not applicable

	4) Perform Expedited Reviews (limited to Preferred Standard and Standard registration statuses)
	As requested; for Preferred Standard and/or Standard CDEs
1) For Preferred Standards, responsible for coordination and review of proposed changes to Preferred Standards.
2) For SO Standards, responsible for review of proposed changes.
	As requested; by caDSR Registrar; responsible for reviewing and providing SME expertise and recommendation on proposed updates to Preferred Standards (Embedded Curator available to assist with this task).
	Not applicable

	5) Perform Routine Reviews (all registration statuses higher than Qualified)
	As requested; responsible for review of proposed and existing CDE(s) for compliance with BRs and potential redundancy with existing CDEs in another SO.
	As requested by Steward; responsible for coordination of review for SO CDEs for compliance with BRs and potential redundancy with existing CDEs in other SOs (Embedded Curator available to assist with this task).
	As requested by Submitter; responsible for submission of study specific CDEs for consideration by the Steward, if they meet the requirements to progress to the next higher registration status.

	6) Monitor caDSR via metrics (all registration statuses)
	Monthly; perform review of all caDSR metadata.
	Quarterly; review and resolve any issues identified by monthly metrics for SO CDEs.
	Quarterly; review and resolve any issues identified by monthly metrics for study specific SO CDEs.

	7) Working Group 
(Qualified, Standard)
	Quarterly; A Control Committee (CC) member serves as the Working Group lead and is responsible for coordination and preparation of the initial metadata review set.  Working Group participants are identified based on content being reviewed (content owners, SMEs, and Submitting Organization users).
	Quarterly; Control committee (CC) member working in conjunction with Steward to identify content appropriate for promotion to Preferred Standard.
	Not applicable
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The Governance review activities address the management of broadly used and study specific metadata with a registration status of “Qualified” or higher.
A request for a change to an AI that will result in a review is submitted directly to the RA via the caDSR.RA@mail.nih.gov email address and should include the Submitter’s contact information, a description of the change requested, and any time driven requirements. The Embedded Curator for the owning SO will perform an initial assessment, notify the Steward, and coordinate with any additional SOs that may be impacted by the proposed change.
Reasons for a review include proposed changes to existing CDEs, DECs and VDs, request for new Standard AIs, addition of a new Permissible Value (PV) and Value Meaning (VM).  
Within 2 business days, the change request is assigned to either an Expedited Review or a Routine Review at the discretion of the RA based on the criteria below:
[bookmark: _Ref459736855]Expedited Review: 
· Modification to an AI with a Registration status of Preferred Standard or Standard
· The SO timeline for protocol activation has started per Submitter (For example, the Operational Efficiency Working Group (OEWG) Timeline. See description in Master Glossary for details.)
· Modification of an AI due to safety amendments to trials
· Action needs to be taken within 2 business days from submission
Routine Review:
· Modification to an AI with a Registration status of Qualified or higher 
· AI is reused outside of the owning SO
· Change requires broad community review and vetting or input from groups outside the RA and SOs, such as external standards organizations
· Action can be taken within 30 days or more from submission

Other types of reviews include Annual and Working Group reviews, where AIs with a registration status of Preferred Standard or Standard are reviewed and any changes are addressed by a Working Group convened by the RA. The Embedded Curator works with the owning SO to coordinate these reviews.  These reviews are tracked by the CC and performed by the Embedded Curator in coordination with the owning SO of the metadata.
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The master glossary provides additional details for names and terms used in the document.
Administered Item (AI) – A caDSR item for which administrative information (begin date, end date, Identifier, version, and more) is recorded in an Administrative Record. Examples include: Data Element, Data Element Concept, Value Domain, and Value Meaning.
Business Rules (BR) – Rules developed for implementation of metadata in a specific system/application or organizational unit.
caDSR Content Team: – A group comprised of the Registrar, Control Committee, Stewards, Submitters from the Stewardship Organizations, and interested stakeholders. Team members participate in regular meetings to discuss, review, and develop strategies for Business Rules and Best Practices, and how to best develop and share descriptive metadata based upon business requirements.
cancer Data Standards Registry and Repository (caDSR):  The NCI CBIIT database and associated applications to help the research community manage and use data standards by providing the shared standards in a variety of human and machine readable contexts.
Common Data Element (CDE) – A unit of data for which the definition, identification, representation and permissible values are specified by means of a set of attributes.  Synonym – Data Element (DE). 
Compliance – An assessment of the accuracy and completeness of an implementation of a data standard according to data standard specifications and the guidance implementation document.  
Control Committee (CC) – An organizational unit of the Registration Authority that provides technical direction and harmonization of Administered Items for the caDSR.  The structure, staffing, procedures, and membership of the Control Committee are determined by the Registration Authority.
Data Element Concept (DEC) – An idea that can be represented in the form of a data element, described independently of any representation.  Often conceptualized as the ‘question’ portion of a CDE.
Data Standard – A documented consensus based agreement on the format and definition of common metadata.
Data Registration (DR) procedures – Procedures for submitting AIs to the caDSR including, preparation, submission and processing of registration requests, avoiding duplicate AI registrations, harmonization of semantically similar AIs across SOs, guidance for reuse of AIs.
Embedded Curator – A member of the NCI CBIIT Curation Team assigned to a SO to assist with governance related tasks.
Functional Area -   A group that can be defined by their common interests, needs or goals, e.g., a group of scientists, database designers, analysts, librarians with a common interest in drinking water monitoring data.
Metadata – Attributes, or information, about a specific thing (CDE) and its associated AIs 
Operational Efficiency Working Group (OEWG) Timeline – The Cancer Therapy Evaluation Program’s (CTEP) timeline for each step in clinical trial development from study concept approval to accrual of the first patient. See CTEP’S link for details.
Permissible Value (PV) – The exact names, codes, or text that can be entered and stored in a data field in an information management system.
Qualifier – A term used in conjunction with a primary term that helps define and render a concept unique.
[bookmark: _Hlk34842089]Read only Users – An organizational unit or individual that is approved to review the contents of the caDSR. A read only user is not permitted to submit, alter, or delete content.  (Source: ISO/IEC 11179)
Registrar – A representative of the Registration authority viewed as the contact for the Registration Authority. This representative is an organizational unit within the Registration Authority, expert in registration processes, responsible for facilitating the registration of Administered Items and making those Administered Items widely accessible and available to the community. (Source: ISO/IEC 11179)
Registration Authority – The organizational unit that operates and manages the caDSR based upon the ISO/IEC 11179 standard.  It is responsible for establishing and publishing procedures for the operations of the caDSR and is responsible for issuing international data identifiers. (Source: ISO/IEC 11179)
Steward – An organizational unit of the caDSR responsible for the accuracy, reliability, and currency of descriptive metadata at a registration status level of “Qualified” or above within an assigned area.  Stewards are responsible for metadata within a specific area.  The Steward is viewed as the contact for the Stewardship Organization.  (Source: ISO/IEC 11179)
Stewardship Organization (SO) – An organizational unit designated to ensure consistency of related Administered Items. This organization is responsible for the integrity and accuracy of the attribute values, the semantics, and provides the subject matter experts for an Administered Item. In the absence of a SO, the Submitting Organization will act as a Stewardship Organization.  (Source: ISO/IEC 11179)
Submitter – An organizational unit, approved by a process defined by the Registration Authority, authorized to identify and report Administered Items suitable for registration. The Submitter may be viewed as the contact for the Submitting organization.  (Source: ISO/IEC 11179)
Submitting Organization – An organizational unit wishing to register metadata in the caDSR in accordance with procedures prescribed by ISO/IEC 11179 and the Registration Authority. (Source: ISO/IEC 11179)
Value Domain (VD) – A set of attributes describing representational characteristics of instance data with or without enumerated permissible values.
Value Meaning (VM) – The reusable metadata attribute that defines a single permissible value; the meaning or semantic content of a data value.
Wiki - A NCI Content wiki where all developers and users of data standards can find information about NCI data standards and guidance on their implementation; and, collaborate on development, revision of data standards and/or implementation issues. 
Working Group (WG) - A committee or group appointed to study and report on a question and make recommendations based on its findings. 
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	Acronym
	Meaning

	AI
	Administered Item

	BP
	Best Practice 

	BR
	Business Rule

	CA
	Context Administrator

	caDSR
	cancer Data Standards Registry and Repository

	CBIIT
	Center for Biomedical Informatics and Information Technology

	CC
	Control Committee

	CDE
	Common Data Element

	CM
	Compliance Manager

	DEC
	Data Element Concept

	DR
	Data Registration

	EVS
	Enterprise Vocabulary System

	ISO/IEC
	International Standards Organization/International Electrotechnical Commission

	NCI
	National Cancer Institute

	PV
	Permissible Value

	QAM
	Quality Assurance Manager

	SME
	Subject Matter Expert

	SO
	Stewardship Organization

	VD
	Value Domain

	VM
	Value Meaning

	WG
	Working Group
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Appendix B: ISO Registration Status Checklist
Utilizing ISO/IEC 11179, Part 6 dated 2015, as a basis, the following table was developed to assist the caDSR Submitters and community in determining which registration status an AI should be assigned. Two categories of statuses are defined: Lifecycle and Documentation.  The Lifecycle statuses describe progression of quality and preferential use of an AI while the Documentation statuses identify AI provided for informational purposes. 
Please refer to the Registration and Workflow Status of an Administered Item BR for the rules associated with these statuses. 
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	Registration Status
	Description
	Progression Status Options

	
	Lifecycle Statuses
	

	Preferred Standard
	Preferred for use by the user community.  
	· Standard
· Retired
· Superseded

	 Standard
	Sufficient quality AND of broad interest or use by the user community.  
	· Preferred Standard
· Retired
· Superseded

	Qualified
	All mandatory attributes are completed AND conform to applicable BRs.
	· Standard
· Retired
· Superseded

	Recorded
	All mandatory attributes are completed and may be shared across domains.  May not conform to all BRs.  
	· Qualified
· Retired
· Superseded

	Candidate
	Proposed for progression to a higher registration status level and maintained under version control.
	· Recorded
· Retired
· Historical
· Application

	Incomplete
	Specific to a local domain and not maintained under version control.
	· Candidate
· Retired
· Historical
· Application

	Retired
	No longer recommended for use by the user community AND should not be reused.  Retained for historic reference and research purposes.  Only editorial edits permitted.
	· No progression

	Superseded
	No longer recommended for use by the user community AND a successor is now preferred for use.  Retained for historic reference and research purposes.  Only editorial edits permitted.
	· Retired

	
	Documentation
	

	Historical
	No longer used by the community, but has been used in the past. 
	· No progression

	Application
	Included in a local domain and used by an application system which may be currently in development.  The Lifecycle Registration Statuses do not apply to the AI but it may be very well described.
	· Candidate
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by the RA
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Standards, void of implementation constraints
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* Oversight of SO owned metadata that may contain program
level constraints

* Management and maintenance of all metadata created by their
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Als with oversight by the RA for business rule compliance

Oversight of SO owned metadata, that may contain study specific
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Management and maintenance of all study specific metadata with minimal
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