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 BRIDG Release 2.1 -- Static Classes::

Document

+ bibliographicDesignation:  ST

+ keywordCode:  DSET<CD>

+ keywordText:  ST

+ languageCode:  CD

+ officialTitle:  ST

+ publicDescription:  ST

+ publicTitle:  ST

+ revision:  ST

+ scientificDescription:  ST

+ text:  ST

+ typeCode:  CD

+ universalResourceLocator:  TEL.URL

 BRIDG Release 2.1 -- Static Classes::Submission

+ assessmentDateRange:  IVL<TS>

+ receiptDate:  TS

+ regulatoryAssessmentCode:  CD

+ regulatoryAuthorityAssignedID:  ST

+ typeCode:  CD

 BRIDG Release 2.1 -- Static Classes::

SubmissionUnit

+ categoryCode:  ED

+ comment:  ED

+ receiptDate:  TS

+ sentDate:  TS

+ serialNumber:  ST

+ sponsorSubmissionUnitIdentifier:  ED

+ statusCode:  CD

+ statusDateRange:  IVL<TS>

+ subcategoryCode:  ED

+ subject:  ED

+ typeCode:  CD

 BRIDG Release 2.1 -- Static Classes::

ReviewableUnit

::Submission

+ assessmentDateRange:  IVL<TS>

+ receiptDate:  TS

+ regulatoryAssessmentCode:  CD

+ regulatoryAuthorityAssignedID:  ST

+ typeCode:  CD

 OversightAuthority

BRIDG Release 2.1 -- Static 

Classes::RegulatoryAuthority

+ jurisdictionCode:  CD

::Organization

+ country:  DSET <CD>

+ description:  ST

+ identifier:  DSET<II>

+ languageCode:  SET <CD>

+ name:  DSET<EN.ON>

+ postalAddress:  AD

+ statusCode:  CD

+ statusDateRange:  IVL<TS>

+ telecomAddress:  DSET<TEL>

+ typeCode:  CD

 BRIDG Release 2.1 -- Static Classes::

RegulatoryApplicationSponsor

::Organization

+ country:  DSET <CD>

+ description:  ST

+ identifier:  DSET<II>

+ languageCode:  SET <CD>

+ name:  DSET<EN.ON>

+ postalAddress:  AD

+ statusCode:  CD

+ statusDateRange:  IVL<TS>

+ telecomAddress:  DSET<TEL>

+ typeCode:  CD

 BRIDG Release 2.1 -- Static Classes::

RegulatoryApplication

+ identifier:  II

+ typeCode:  CD

 BRIDG Release 2.1 -- Static Classes::

RegulatedProduct

+ approvalIdentifier:  DSET<II>

+ approvalStatusCode:  CD

+ authorizationTypeCode:  CD

+ expandedAccessStatusCode:  CD

 «StudyRelationship»

BRIDG Release 2.1 -- Static Classes::

SubmissionUnitRelationship

+ senderSubmissionUnitOrder:  INT

 DocumentReference

+ associatedActionCode:  CD

+ comment:  ED

The combination of the generalization and composition relationship implies the following:

 A Reviewable Unit is a type of Submission

 A Submission may be composed of Reviewable Units



A Reviewable unit inherits the many to many relationship with Submission Unit through the Submission 

superclass so it has the same basic logical relationship as Package Group.  RPS R1 handles this without 

modification.

Relationship changed to resolved many-to-many: Submission 

Unit should allow references or instructions for multiple 

documents.



If the action changes a document file, the document 

reference specifies which document requires a change.

 «StudyRelationship»

SubmissionRegulatedProductRelationship

(Resolved many-to-many relationship).  Especially for 

devices, the Submision (aka Regulatory Activity) may apply 

to many products and vice versa.

Clarifying with the BRIDG THC:



In the RPS R2 Concept, this document must be a file.  If this is not the case, we 

may need a new class here.

 «StudyRelationship»

SubmissionRegulatoryApplicationRelationship

Relationship between 

submission and 

submission unit 

changed from 

composition to many-

to-many. 

 KeywordDefinition

+ code:  CD

 DocumentLogicalClassification

+ classificationTypeCode:  CD

+ languageCode:  CD

+ status:  CD

Clarifying with the BRIDG THC:



The current BRIDG model has a DSET attribute for 

keywords but nothing to define or constrain the set by 

application (as implied by the RMIM).

Clarifying with the BRIDG THC:



Keyword Definition and Keyword are both in 

the RPS R1 RMIM, but are not in the BRIDG 

model.



KeywordDefinition has a many to many 

relationship with 

DocumentLogicalClassification realized by the 

KeywordsAssociated.

 BRIDG Release 2.1 -- Static 

Classes::Organization

+ country:  DSET <CD>

+ description:  ST

+ identifier:  DSET<II>

+ languageCode:  SET <CD>

+ name:  DSET<EN.ON>

+ postalAddress:  AD

+ statusCode:  CD

+ statusDateRange:  IVL<TS>

+ telecomAddress:  DSET<TEL>

+ typeCode:  CD

 OrganizationContactPerson

+ contactMethods:  SET<URL>

+ personName:  PN

+ postalAddress:  AD

+ roleCode:  CV

+ roleComment:  ED

+ status:  CD

Add language as an attribute to 

indicate correspondence language 

preferred or make it a set of 

allowable languages (EU).

Language: Document needs a language attribute. 

Assuming it needs to allow multiple associated 

languages (e.g., French AND German).

NEW ATTRIBUTES:



category

subcategory

date sent

date received (handled by receiptDate)

subject

description (comment)

sponsor submission unit identifier

sponsor serial number 

(senderSubmissionUnitOrder within the 

relationship)

Correspondence Language: Added 

as languageCode to Organization 

to allow association of multiple 

languages with the Organization.

 «StudyRelationship»

DocumentationTarget

EU, Canada:  

Documentation is 

targeted toward one or 

many agencies.

 DocumentFile

+ description:  ED

+ fileName:  ST

+ languageCodes:  SET<CD>

+ location:  ED

+ mediaType:  CS

+ revision:  INT

SubmissionUnit adds or

removes contacts for 

the organizations.  The 

contacts ultimately 

relate to the 

Submission.

 AssociatedKeyword

+ textExplanation:  ED

Keyword Definitions are a set of coded values constrained by the 

regulatory application.



Associated Keywords use a coded value and freeform text to further define 

the context of the documentation described in the document logical 

classification.  For example, a piece of documentation that describes the 

manufacturer would have a coded keyword of "manufacturer" and the 

name of the manufacturer in free-form text. (Same as Release 1)

 «StudyRelationship»

SubmissionUnitRecipient

+ recipientRole:  CD

Submission Unit 

recipient is a new 

concept to handle two-

way correspondence.



RPS R2 Iteration 1 

requires 1 recipient.



RPS R2 Iteration 2 

requires multiple 

recipients.



Consider allowing the 

many-to-many from the 

beginning to avoid 

subsequent rework.

 Material

BRIDG Release 2.1 -- Static Classes::Product

+ classCode:  DSET<CD>

+ expirationDate:  TS

+ pre1938Indicator:  BL

+ typeCode:  CD

::Material

+ description:  ST

+ formCode:  CD

+ identifier:  DSET<II>

+ name:  DSET<EN.TN>

+ statusCode:  CD

+ statusDateRange:  IVL<TS>

 «StudyRelationship»

SubmissionContactPerson

+ roleCode:  CV

+ roleComment:  ED

+ status:  CD
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Figure: Proposed RPS R2
AssociatedKeyword
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 10/31/2008.  Last modified on 11/25/2008.

GUID:

{0CBF8A18-0308-416d-95FF-B109996F0E92}
MERGEFIELD Element.NotesAssociated Keywords use a coded value and freeform text to further define the context of the documentation described in the document logical classification.  For example, a piece of documentation that describes the manufacturer would have a coded keyword of "manufacturer" and the name of the manufacturer in freeform text. (Same as Release 1)
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
KeywordDefinition
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
AssociatedKeyword
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentLogicalClassification
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
AssociatedKeyword
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	textExplanation ED
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesSpecific text value associated with the coded keyword in the specific context of the keyword associated with the document logical classification.
	Default: MERGEFIELD Att.Default



DocumentFile
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 10/30/2008.  Last modified on 10/30/2008.

GUID:

{53BC2CA8-0E40-4462-A6D5-57D85C2E1F22}
MERGEFIELD Element.NotesAny metadata associated with the documentation including an associated electronic file (optional). A message could refer to a previously sent electronic file without sending it again.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  references (main)/referenced by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReference
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentFile
 
	MERGEFIELD Connector.Notes
 

	Association  acts upon 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReference
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentFile
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	description ED
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
	MERGEFIELD Att.NotesText description of the document file (optional).
	Default: MERGEFIELD Att.Default


	fileName ST
Public

MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesFilename of the specified file.
	Default: MERGEFIELD Att.Default


	languageCodes SET<CD>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const

MERGEFIELD Att.Multiplicity

MERGEFIELD Att.Stereotype
	MERGEFIELD Att.NotesLanguages of the document file.
	Default: MERGEFIELD Att.Default


	location ED
Public

MERGEFIELD Att.Multiplicity

MERGEFIELD Att.Stereotype
	MERGEFIELD Att.NotesA text description of the location of the document file.
	Default: MERGEFIELD Att.Default


	mediaType CS
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
	MERGEFIELD Att.NotesFile type of the associated electronic file.
	Default: MERGEFIELD Att.Default


	revision INT
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
	MERGEFIELD Att.NotesThe revision of the document file.
	Default: MERGEFIELD Att.Default



DocumentLogicalClassification
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 10/21/2008.  Last modified on 10/21/2008.

GUID:

{7127CAD8-A676-4420-A149-8A0DD2DFAFD1}
MERGEFIELD Element.Notes
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReference
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentLogicalClassification
 
	MERGEFIELD Connector.Notes
 

	Association  has associated 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentLogicalClassification
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentLogicalClassification
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	status CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
	MERGEFIELD Att.Notes
	Default: MERGEFIELD Att.Default


	type CD
Public

MERGEFIELD Att.Stereotype

	MERGEFIELD Att.Notes
	Default: MERGEFIELD Att.Default


	version ST
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
	MERGEFIELD Att.Notes
	Default: MERGEFIELD Att.Default



DocumentLogicalClassification
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 10/17/2008.  Last modified on 11/25/2008.

GUID:

{B2C022E2-F7F4-4ba0-9035-673E57B8F961}
MERGEFIELD Element.NotesA means of grouping documents for assignment, review, structure (i.e., of electronic files within a larger whole), descriptive document type (e.g., synopsis, manufacturing methods) etc.  The type would indicate whether the group is a table of contents/context of use descriptor, etc.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  adds or modifies 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReference
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentLogicalClassification
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentLogicalClassification
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
AssociatedKeyword
 
	MERGEFIELD Connector.Notes
 

	Association  has associated 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentLogicalClassification
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentLogicalClassification
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	classificationTypeCode CD
Public
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesSpecifies the code and code set of the classification type.
	Default: MERGEFIELD Att.Default


	languageCode CD
Public

MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesLanguage of the document logical classification.
	Default: MERGEFIELD Att.Default


	status CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const

MERGEFIELD Att.Collection

MERGEFIELD Att.Multiplicity

MERGEFIELD Att.Stereotype
	MERGEFIELD Att.NotesStatus code of the specific document logical classification (e.g., active).
	Default: MERGEFIELD Att.Default



DocumentReference
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 10/16/2008.  Last modified on 11/12/2008.

GUID:

{7CF8B846-2581-47d5-8191-0512B8903F01}
MERGEFIELD Element.NotesA reference to a document accompanying a submission unit.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  references (main)/referenced by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReference
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentFile
 
	MERGEFIELD Connector.Notes
 

	Association  contains 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
SubmissionUnit
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentReference
 
	MERGEFIELD Connector.Notes
 

	Association  directs the document toward one or more intended targets 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReference
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentationTarget
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReference
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentLogicalClassification
 
	MERGEFIELD Connector.Notes
 

	Association  adds or modifies 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReference
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentLogicalClassification
 
	MERGEFIELD Connector.Notes
 

	Association  acts upon 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReference
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentFile
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	associatedActionCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesCoded value that specifies the action the recipient should perform on the referenced document (add, remove, append, etc.).
	Default: MERGEFIELD Att.Default


	comment ED
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesFreeform text comment that describes the reference (optional).
	Default: MERGEFIELD Att.Default



DocumentationTarget
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 10/21/2008.  Last modified on 11/12/2008.

GUID:

{F783B997-76EC-44a2-81C1-6F0DD5F744F4}
MERGEFIELD Element.NotesAssociates the document reference (and the document file by inference) with specific regulatory authorities.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  is a recipient of/receives 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryAuthority
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentationTarget
 
	MERGEFIELD Connector.Notes
 

	Association  directs the document toward one or more intended targets 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReference
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentationTarget
 
	MERGEFIELD Connector.Notes
 


KeywordDefinition
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 10/17/2008.  Last modified on 11/12/2008.

GUID:

{4BA4E115-BE07-466a-9E23-03D8F3FD36B6}
MERGEFIELD Element.NotesKeyword Definitions are a set of coded values constrained by the regulatory application.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryApplication
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
KeywordDefinition
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
KeywordDefinition
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
AssociatedKeyword
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	code CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesKeyword definition concept descriptor specifying the code, code system, display value, etc.
	Default: MERGEFIELD Att.Default



OrganizationContactPerson
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 10/17/2008.  Last modified on 11/25/2008.

GUID:

{A8AF500A-B2B6-4b42-853D-EEACC3AD6AAF}
MERGEFIELD Element.NotesPerson who serves as a contact for the organization and associated contact information.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
OrganizationContactPerson
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
personContactMethod
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
OrganizationContactPerson
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
OrganizationContactPerson
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionContactPerson
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	contactMethods SET<URL>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesTypes and values for e-mail addresses, telephone numbers, web sites, etc., associated with the contact person.
	Default: MERGEFIELD Att.Default


	personName PN
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA name for a person.  A sequence of name parts such as family name, prefix, suffix, etc.
	Default: MERGEFIELD Att.Default


	postalAddress AD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesAddress of the contact person if different from the organization address.
	Default: MERGEFIELD Att.Default


	roleCode CV
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.Notes
	Default: MERGEFIELD Att.Default


	roleComment ED
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesClarification of the role beyond that implied by the coded value.
	Default: MERGEFIELD Att.Default


	status CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe status of the person's association with the organization.
	Default: MERGEFIELD Att.Default



SubmissionContactPerson
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 11/25/2008.  Last modified on 11/25/2008.

GUID:

{5F1D7B8F-2B6B-43ee-A72F-13D0884F85C7}
MERGEFIELD Element.NotesAssociates the contact persons with submissions and describes that person's contact role for that submission.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
OrganizationContactPerson
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionContactPerson
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Submission
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionContactPerson
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	roleCode CV
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe role that the person from the organization plays for the Submission.
	Default: MERGEFIELD Att.Default


	roleComment ED
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.Notes
	Default: MERGEFIELD Att.Default


	status CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe status of the association of the contact with the Submission.
	Default: MERGEFIELD Att.Default



SubmissionRegulatedProductRelationship
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 10/17/2008.  Last modified on 11/13/2008.

GUID:

{1A4EB176-DB22-4e77-92C3-9E536108761E}
MERGEFIELD Element.NotesRelationship between submissions and regulated products.

(Resolved many-to-many relationship).  Especially for devices, the Submision (aka Regulatory Activity) may apply to many products and vice versa.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatedProduct
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionRegulatedProductRelationship
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Submission
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionRegulatedProductRelationship
 
	MERGEFIELD Connector.Notes
 


SubmissionRegulatoryApplicationRelationship
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 10/17/2008.  Last modified on 11/12/2008.

GUID:

{AA08DE76-BA8F-43db-BE4B-043BD0DE4BDB}
MERGEFIELD Element.NotesThe relationship between a Regulatory Application and the Submission realizing a many-to-many relationship some agencies need to apply a Submission to multiple Regulatory Applications.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Submission
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionRegulatoryApplicationRelationship
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryApplication
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionRegulatoryApplicationRelationship
 
	MERGEFIELD Connector.Notes
 


SubmissionUnitRecipient
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 11/12/2008.  Last modified on 11/13/2008.

GUID:

{6D659E6C-1AEC-4e4b-A572-61110A2E2571}
MERGEFIELD Element.NotesOrganizations receiving the Submission Unit.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  receives 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionUnitRecipient
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
SubmissionUnitRecipient
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionUnit
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	recipientRole CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesRole of the recipient (e.g., main, cc, FYI).
	Default: MERGEFIELD Att.Default



personContactMethod
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Proposed.  Version 1.0.  Phase 1.0.

Package:
BRIDG Domain Model     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 10/17/2008.  Last modified on 11/13/2008.

GUID:

{437B1218-EE10-4f56-9A3B-A6BF9A99FA74}
MERGEFIELD Element.NotesSpecific contact method (e.g., e-mail address, phone number) for the organization contact person.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
personContactMethod
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
OrganizationContactPerson
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	typeCode CV
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA coded value indicating the type of contact method (e.g., phone, fax, e-mail).
	Default: MERGEFIELD Att.Default


	value ED
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesSpecific value for the 
	Default: MERGEFIELD Att.Default



MERGEFIELD Element.Notes
NOTE: In the RPS R2 model, the class Document has been replaced b several other items.

Document
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Release 2.0.  Version MERGEFIELD Element.Version.  Phase MERGEFIELD Element.Phase.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 2/9/2006.  Last modified on 5/21/2008.

GUID:

{E19E7BDA-1414-4e62-9D51-F895667E7113}
MERGEFIELD Element.NotesA collection (physical or logical) of data with the following characteristics: 

1) Stewardship, 2) Potential for authentication, 3) Wholeness, 4) Human readability, 5) Persistence, 6) Global vs local context (the person that signs it is the author of all sections unless otherwise noted).

For example, regulatory processes require the submission of documents from the Applicant to the Regulatory Authority. These documents are varied in focus and are often defined by the field of study or by the regulatory application requirements of the region or Regulatory Authority (e.g., Integrated Summary of Safety, Pharmacokinetics Written Summary). 

For example, Adverse Event Report, Expedited Adverse Event Report, IRB Report, X-Ray Report, Lab Summary Report, Autopsy Report, etc.

NOTE: This class is an abstract concept that contains attributes common to all types of study documents.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  is authored by / authors 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentAuthor
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Document
 
	MERGEFIELD Connector.Notes
 

	Association  is sent to /  receives 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReceivingOrganization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Document
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentFrame
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Document
 
	MERGEFIELD Connector.Notes
 

	Aggregation  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Document
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
StudyProtocol
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
StudyProtocol
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Document
 
	MERGEFIELD Connector.Notes
 

	Association  associates to / may be the target for 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Document
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentRelationship
 
	MERGEFIELD Connector.Notes
 

	Association  associates from / may be the source for 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentRelationship
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Document
 
	MERGEFIELD Connector.Notes
 

	Association  associates from / is identified by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Document
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentIdentificationRelationship
 
	MERGEFIELD Connector.Notes
 

	Association  may have / describes 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentWorkflowStatus
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Document
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Report
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Document
 
	MERGEFIELD Connector.Notes
 

	Association  is sent to / receives 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentReceivingPerson
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Document
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	bibliographicDesignation ST
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA text block containing publishing and authoring information that allows receivers to refer appropriately to the cited document.

For example, IRB Minutes, 18-Jan-2008; Charles Darwin, The Origin of the Species, London 1863, Oxford Press.
	Default: MERGEFIELD Att.Default


	keywordCode DSET<CD>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesCoded words or phrases that best describe the document and/or its context. Keywords help users find documents of interest. 

For example, species, indication, biocompatibility, drug substance, drug product.
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Keywords  ] 

[source = WHO (May 2008) - Keyword  ] 



	keywordText ST
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesAd hoc words or phrases that best describe the document and/or its context. Keywords help users find documents of interest. 

For example, species, indication, biocompatibility, drug substance, drug product.
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Keywords ] 



	languageCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe code which represents the system of communication with its own set of conventions or special words. This would be selected from a list of possible languages. 
	Default: MERGEFIELD Att.Default


	officialTitle ST
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe formal title of the document.  If there is only one title, use this attribute.
	Default: MERGEFIELD Att.Default
[source = WHO (May 2008) - ScientificTitle   ] 

[source = ClinicalTrials.Gov (Feb 2008) - Official Title  ] 



	publicDescription ST
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA short desciption of a document intended for the general population.
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Brief Summary  ] 



	publicTitle ST
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe title of the document intended for the general population.
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Brief Title ] 

[source = WHO (May 2008) - Public Title ] 



	revision ST
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA string or code which identifies a given collection of content of a document at a point in time. 

For example, over time, there may be multiple changes to a document, and the revision allows an individual to capture relationships between changes in the instances of a document over time. There can be a new revision every time the content changes. 

For example, in RPS this could be operationalized as follows: The version number would be an integer starting at '1' and incrementing by 1. The first instance or original report should always be valued as '1'. The version number value must be incremented by one when a report is replaced, but can also be incremented more often to meet local requirements. 

Different versions of the same document belong to the same document group.
	Default: MERGEFIELD Att.Default


	scientificDescription ST
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesExtended description of the document including scientific or technical information if desired.
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Detailed Description  ] 



	text ST
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe full or comprehensive narrative or content of the document.
	Default: MERGEFIELD Att.Default


	typeCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA code that identifies a general class or category of documents.

For example, amendment, background material, guide, etc.

For example, in RPS, this is the code that specifies how the file is to be used within the submission process (e.g. Protocol, Summary Introduction).

For example, a RegulatoryRecord - A document that meets a record requirement of a regulatory authority and must be retained in accordance with that agency's records retention requirements.  Example: Data Clarification Form (DCF)
	Default: MERGEFIELD Att.Default


	universalResourceLocator TEL.URL
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesAn indication of where the document contents can be retrieved from.
	Default: MERGEFIELD Att.Default



DocumentRelationship
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 1/16/2007.  Last modified on 5/21/2008.

GUID:

{4684B282-7B60-4476-A100-ACCAF0B0EC6E}
MERGEFIELD Element.NotesSpecifies the meaning (or semantics) of the relationship of one document to another.

For example, in a Regulated Product Submission (RPS), relationships of interest include "replaces" or "amends" (among others).  For example, support of versioning could be accomplished by having two different revisions of a document related through a "replaces" relationship. 
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  associates to / may be the target for 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Document
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentRelationship
 
	MERGEFIELD Connector.Notes
 

	Association  associates from / may be the source for 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
DocumentRelationship
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Document
 
	MERGEFIELD Connector.Notes
 


Organization
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 6/9/2005.  Last modified on 5/21/2008.

GUID:

{F8F6551D-B572-40a5-B0EA-165CC0C1CB05}
MERGEFIELD Element.NotesA formalized group of persons or other organizations collected together for a common purpose (such as administrative, legal, political) and the infrastructure to carry out that purpose.
	Custom Properties

	
	isActive = False


	Tagged Values

	
	source = MERGEFIELD ElementTagVal.Value.  MERGEFIELD ElementTagVal.Notes


Connections
	Connector
	Source
	Target
	Notes

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Manufacturer
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentReceivingOrganization
 
	MERGEFIELD Connector.Notes
 

	NoteLink  MERGEFIELD Connector.Name 

MERGEFIELD Connector.Direction 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
<anonymous>
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Organization
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
StudyCoordinatingCenter
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
OversightAuthority
 
	MERGEFIELD Connector.Notes
 

	Association  is played by / plays 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
HealthCareFacility
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryApplicationSponsor
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Organization
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
OrganizationContactPerson
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryAuthority
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Organization
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Laboratory
 
	MERGEFIELD Connector.Notes
 

	Association  plays/ is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
ResourceProvider
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
LegalSponsor
 
	MERGEFIELD Connector.Notes
 

	Association  scoped by / scopes 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
IdentifiedBiologicEntity
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Organization
 
	MERGEFIELD Connector.Notes
 

	Association  sends/sent by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionUnit
 
	MERGEFIELD Connector.Notes
 

	Association  receives 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionUnitRecipient
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
IdentifierAssigner
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Organization
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Registry
 
	MERGEFIELD Connector.Notes
 

	Association  is played by / plays 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
ResearchOrganization
 
	MERGEFIELD Connector.Notes
 

	Association  is played by / plays 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
MemberInstitution
 
	MERGEFIELD Connector.Notes
 

	Association  is scoped by / scopes 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
CooperativeGroup
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Department
 
	MERGEFIELD Connector.Notes
 

	Association  scopes / is scoped by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Department
 
	MERGEFIELD Connector.Notes
 

	Association  is played by / plays 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
HealthCareProviderGroup
 
	MERGEFIELD Connector.Notes
 

	Association  functions as / is represented by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
StudySite
 
	MERGEFIELD Connector.Notes
 

	Association   is scoped by / scopes 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
OrganizationalContact
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Distributor
 
	MERGEFIELD Connector.Notes
 

	Association  is played by / plays 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
CooperativeGroup
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	country DSET <CD>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesCountries associated with the organization.
	Default: MERGEFIELD Att.Default


	description ST
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesText describing the organization.
	Default: MERGEFIELD Att.Default


	identifier DSET<II>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe unique identifier assigned to an organization by some assigning body. 

For example, in cases of laboratories this is the Clinical Laboratory Improvement Act/Amendment (CLIA) ID.
	Default: MERGEFIELD Att.Default


	languageCode SET <CD>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesCorrespondence languages for the organization.
	Default: MERGEFIELD Att.Default


	name DSET<EN.ON>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA non-unique textual identifier or moniker of the organization or an institution. 
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Oversight Authorities  ] 

[source = ClinicalTrials.gov (Feb 2008) - Board Name ] 

[source = ClinicalTrials.gov (Feb 2008) - Board Affiliation ] 

[source = ClinicalTrials.gov (Feb 2008) - Sponsor ] 

[source = ClinicalTrials.gov (Feb 2008) - Collaborators  ] 

[source = ClinicalTrials.gov (Feb 2008) - Facility - Name ] 

[source = ClinicalTrials.gov (Feb 2008) - Overall Study Officials - Organizational Affiliation ] 

[source = WHO (May 2008) - Primary Sponsor  ] 

[source = WHO (May 2008) - Secondary Sponsor(s) ] 

[source = WHO (May 2008) - Source(s) of Monetary or Material Support  ] 

[source = ClinicalTrials.gov (Feb 2008) - IND/IDE Grantor  ] 

[source = ClinicalTrials.gov (Feb 2008) - Responsible Party - Organization ] 

[source = WHO (May 2008) - Contact for Public Queries - affiliation ] 



	postalAddress AD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe location for where the organization can be found or the information used to identify where to send physical items.
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Facility - City ] 

[source = ClinicalTrials.gov (Feb 2008) - Facility - State/Province ] 

[source = ClinicalTrials.gov (Feb 2008) - Facility - Postal Code ] 

[source = ClinicalTrials.gov (Feb 2008) - Facility - Country ] 



	statusCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA value representing whether the organization is currently active or inactive. 
	Default: MERGEFIELD Att.Default


	statusDateRange IVL<TS>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe date and time span for when a particular status becomes active until it is no longer considered active, enforceable, relevant, etc.
	Default: MERGEFIELD Att.Default


	telecomAddress DSET<TEL>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe value for the particular telecommunication address.  

For example, the set of digits that serves as the address for a telephone device.  Included in the phone number are country, city, and area codes needed to uniquely address the telephone.  A URL or e-mail would be similarly described.
	Default: MERGEFIELD Att.Default


	typeCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe general category of the organization.

For example, academic, pharmaceutical industry, government, other. EUDRACT example: commercial, non-commercial.
	Default: MERGEFIELD Att.Default



OrganizationalContact
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 3/13/2008.  Last modified on 5/21/2008.

GUID:

{A065AA91-F09D-4140-AE32-669185BF6B84}
MERGEFIELD Element.NotesA person who provides or receives information on behalf of an organization.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Person
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
OrganizationalContact
 
	MERGEFIELD Connector.Notes
 

	Association   is scoped by / scopes 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
OrganizationalContact
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	postalAddress AD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe postal address of the person in the context of their role as an organizational contact.
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Board Contact mailing address ] 



	primaryIndicator BL
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesSpecifies whether this individual is the primary contact for the organization.
	Default: MERGEFIELD Att.Default


	telecomAddress DSET<TEL>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe telecommunication access mechanism of the person in the context of their role as an organizational contact.
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Board Contact Email ] 

[source = ClinicalTrials.gov (Feb 2008) - Board Contact Phone ] 

[source = ClinicalTrials.gov (Feb 2008) - Board Contact Ext ] 



	typeCode DSET<CD>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesIdentifies the particular kind of purpose for which this person serves as a contact for this organization.

For example, safety, sales, financial, manufacturing, Review Board contact, etc.
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Board Contact  ] 




Product
Type:

Class    Material
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 6/22/2007.  Last modified on 5/21/2008.

GUID:

{ADDAE49F-E9A0-43e5-A4D2-77A37B1C1E1A}
MERGEFIELD Element.NotesA thing produced by or resulting from a process.

For example, a drug or device.

For example, the FDA list of regulated products: animal and human drugs; therapeutic biologics; allergenics;  cell, tissue and gene therapy products; blood components; blood derivative products; devices; and animal (pets and livestock) and human food/feed (medicated and unmedicated); cosmetics; pet treats; and dietary supplements. 
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  used as combination 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Association  is the focus of / focuses on 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
PerformedProductInvestigation
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Device
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Association  is shipped or delivered within / contains 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Package
 
	MERGEFIELD Connector.Notes
 

	Association  is described by / carries information about 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
PerformedProductObservation
 
	MERGEFIELD Connector.Notes
 

	Association  produces / is produced by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Manufacturer
 
	MERGEFIELD Connector.Notes
 

	Association  is subject of / involves 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
PerformedProductProblemDiscovery
 
	MERGEFIELD Connector.Notes
 

	Association  fabricates / is fabricated by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
ManufacturingSite
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Drug
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Material
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Biologic
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
FoodProduct
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Cosmetic
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Association  is played by / plays 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatedProduct
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
NonTherapeuticAgent
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
TherapeuticAgent
 
	MERGEFIELD Connector.Notes
 

	Association  provides / is provided by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Distributor
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Product
 
	MERGEFIELD Connector.Notes
 

	Association  is played by / plays 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Subject
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	classCode DSET<CD>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA group of products that are homogeneous or generally considered as substitutes for each other. The class is considered as narrow or broad depending on how substitutable the various products are. 

For example, stents, breakfast cereals, cox-2 inhibitors.
	Default: MERGEFIELD Att.Default


	expirationDate TS
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe date, assigned by the manufacturer, after which the product should not be used.
	Default: MERGEFIELD Att.Default


	pre1938Indicator BL
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesSpecifies whether the product qualifies under the 1938 Grandfather Clause, contained in section 20l(p)(l) of the Federal Food, Drug and Cosmetic Act.
	Default: MERGEFIELD Att.Default


	typeCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA family of products.  All members of a type share similar functions and general characteristics, especially the purpose for which they are used.  This similarity allows them to be analyzed together.

For example, veterinary medicine, diagnostic device, etc.

NOTE: When the product is a drug, this indicates the precise nature of the drug.
	Default: MERGEFIELD Att.Default



RegulatedProduct
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 2/13/2008.  Last modified on 5/21/2008.

GUID:

{24A1E032-046F-4d2a-8A99-3F58397A3828}
MERGEFIELD Element.NotesA product under the control of a regulatory body.

For example, a drug or device that requires FDA approval.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  is played by / plays 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Product
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatedProduct
 
	MERGEFIELD Connector.Notes
 

	Association  scopes / is scoped by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatedProduct
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatoryApplicationSponsor
 
	MERGEFIELD Connector.Notes
 

	Association  controls / is controlled by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatedProduct
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatoryAuthority
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatedProduct
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionRegulatedProductRelationship
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	approvalIdentifier DSET<II>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesAn identifier that indicates that the product has been evaluated and/or approved by a competent authority.

For example, NDA number.
	Default: MERGEFIELD Att.Default


	approvalStatusCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesProvides information regarding the state of the approval process.

For example, active, complete, approved, withdrawn.
	Default: MERGEFIELD Att.Default


	authorizationTypeCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe identification of the kind of authorization or application.

For example, IND, IDE, BLA, NDA, PMA/510(K), etc
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - IND Protocol?  ] 

[source = ClinicalTrials.gov (Feb 2008) - IDE Protocol?  ] 



	expandedAccessStatusCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe availability of an experimental drug or device outside any study protocol.

For example, Available, No longer available, Temporarily not available, or Approved for marketing
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - Expanded Acces Status  ] 




RegulatoryApplication
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 1/11/2006.  Last modified on 5/21/2008.

GUID:

{BA234556-FFAF-4b5c-B2A4-F973BE22FAEA}
MERGEFIELD Element.NotesA collection of submissions that are grouped together for regulatory purposes, and are usually specific to a particular device, food or feed additive or biopharmaceutical substance.

For example, the marketing application for a drug product can generate multiple regulatory decisions. The first decision may support the initial marketing approval of the product for a specific indication. Subsequent regulatory decisions may approve or deny additional indications for the drug product. The application thus contains multiple submissions, each with their own regulatory action. 

NOTE: Over time, an application will typically consist of multiple submissions and regulatory assessments
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  submits / is submitted by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryApplicationSponsor
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatoryApplication
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryApplication
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionRegulatoryApplicationRelationship
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryApplication
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
KeywordDefinition
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	identifier II
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA unique identifier that is assigned by regulatory authority to an application.
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - IND/IDE Protocol? ] 

[source = ClinicalTrials.gov (Feb 2008) - IND/IDE Number  ] 



	typeCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe particular kind of application. 

For example, New Drug Application, 510k, Veterinary New Drug Submission, etc.

NOTE: Each product type will be supported by a different application type. 
	Default: MERGEFIELD Att.Default



RegulatoryApplicationSponsor
Type:

Class    Organization
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 3/7/2007.  Last modified on 6/18/2008.

GUID:

{C6C52217-7B40-489e-BEBC-EBE4176E78BD}
MERGEFIELD Element.NotesAn organization that assumes responsibility for producing and submitting documentation to a regulatory authority to seek approval for testing, marketing and the continuation of marketing of new drugs or devices.

For example, a pharmaceutical company.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  scopes / is scoped by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatedProduct
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatoryApplicationSponsor
 
	MERGEFIELD Connector.Notes
 

	Association  submits / is submitted by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryApplicationSponsor
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatoryApplication
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryApplicationSponsor
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Organization
 
	MERGEFIELD Connector.Notes
 

	Association  plays / is played by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
LegalSponsor
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatoryApplicationSponsor
 
	MERGEFIELD Connector.Notes
 


RegulatoryAuthority
Type:

Class    Organization, OversightAuthority
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 2/13/2008.  Last modified on 5/21/2008.

GUID:

{80B5B6B0-06D9-4a58-8DFC-A4534CD520DD}
MERGEFIELD Element.NotesGovernmental bodies that have the power to pass and enforce laws.

For example, the Medicines and Healthcare Products Regulatory Agency (MHRA) in UK, the Food and Drug Administration (FDA) in the USA.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association  controls / is controlled by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatedProduct
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
RegulatoryAuthority
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryAuthority
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Organization
 
	MERGEFIELD Connector.Notes
 

	Association  is a recipient of/receives 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryAuthority
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentationTarget
 
	MERGEFIELD Connector.Notes
 

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
RegulatoryAuthority
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
OversightAuthority
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	jurisdictionCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe area or limits an authority has to make laws and enforce them.

For example, the FDA exercises responsibility for pharmacovigilance in the US.
	Default: MERGEFIELD Att.Default



ReviewableUnit
Type:

Class    Submission
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 1/16/2007.  Last modified on 5/21/2008.

GUID:

{2F5549E2-31DC-44b5-B2B9-8561B687941B}
MERGEFIELD Element.NotesA discrete portion of a submission which is used to receive agreement. Once agreement is reached on all units within the submission the submission can then be approved.

For example, in a Modular pre-marketing application (PMA) several modules will be sent to the Food & Drug Administration (FDA). Each module will be agreed upon independently of other modules. The FDA then approves the submission based on compilation of all of the modules. These modules are reviewable units.

For example, a veterinary medicine New Animal Drug Application (NADA) (marketing application) is constructed from the Investigational New Animal Drug Application (INADA). In the INADA process the sponsor creates reviewable units. These reviewable units are then compiled to be used as documentation for the marketing application. 
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Generalization  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
ReviewableUnit
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Submission
 
	MERGEFIELD Connector.Notes
 

	Aggregation  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
ReviewableUnit
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
Submission
 
	MERGEFIELD Connector.Notes
 


SubmissionUnit
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 1/11/2006.  Last modified on 5/21/2008.

GUID:

{8C9916AD-5E84-4ffd-B13C-6BECFEF14D45}
MERGEFIELD Element.NotesThe collection of documents provided to the regulatory authority at one time.

NOTE: A submission unit is made up of one to many documents. Properly defined, the submission unit concept enables companies to create new submission units from any combination of new and previously submitted document.

NOTE: In the dynamic aspects of the model, a submission unit is one message that may have a collection of many documents. There are rules for how submission units are evaluated are described in a state diagram, and the receipt date of the submission unit "starts the clock" for the review of the contents of the submission unit. 
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association   is associated to a submission via / associates a submission to  

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
SubmissionUnitRelationship
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionUnit
 
	MERGEFIELD Connector.Notes
 

	Association  contains 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
SubmissionUnit
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
DocumentReference
 
	MERGEFIELD Connector.Notes
 

	Association  is the parent of 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
SubmissionUnit
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionUnit
 
	MERGEFIELD Connector.Notes
 

	Association  sends/sent by 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Organization
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionUnit
 
	MERGEFIELD Connector.Notes
 

	Association  MERGEFIELD Connector.Name 

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
SubmissionUnitRecipient
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionUnit
 
	MERGEFIELD Connector.Notes
 

	NoteLink  MERGEFIELD Connector.Name 

Source -> Destination 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Note
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionUnit
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	categoryCode ED
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA value or brief description for the category that further specifies the purpose of the submission unit.

The category cannot be derived from the context of use, therefore this is the way for the sender to indicate the overall purpose of the submission unit. 

For RPS, an example would be "Final Labeling"
	Default: MERGEFIELD Att.Default


	comment ED
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesFree-form, brief text description of the contents or purpose of the submission unit, primarily for two-way correspondence.
	Default: MERGEFIELD Att.Default


	receiptDate TS
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe date and time the submission unit was received by the regulatory authority. 

NOTE: Typically, this date will start a review clock, if applicable. The combination of the code and where the submission unit was received will determine the deadline for the submission unit to be reviewed.

This is usually set by the Regulatory Authority based on their business rules.
	Default: MERGEFIELD Att.Default


	sentDate TS
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesDate/time the submission unit was sent.
	Default: MERGEFIELD Att.Default


	serialNumber ST
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe serial number from the first submission of the protocol to the IND/IDE.

This is a sequential number assigned by the sponsor.
	Default: MERGEFIELD Att.Default
[source = ClinicalTrials.gov (Feb 2008) - IND/IDE Serial Number  ] 



	sponsorSubmissionUnitIdentifier ED
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesIdentifier the sending party uses to identify the submission unit.
	Default: MERGEFIELD Att.Default


	statusCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA value specifying the state of a submission unit. 
For example for a Regulatory Product Submission (RPS), the status could either be active or inactive. 
	Default: MERGEFIELD Att.Default


	statusDateRange IVL<TS>
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesThe date and time span for when a particular status becomes active until it is no longer considered active, enforceable, relevant, etc.
	Default: MERGEFIELD Att.Default


	subcategoryCode ED
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesValue or short description for the subcategory within the specified category that further specifies the type code submission unit.

The category cannot be derived from the context of use, therefore this is the way for the sender to indicate the overall purpose of the submission unit. 

For RPS, this could be Product, Physician and Patient Labeling
	Default: MERGEFIELD Att.Default


	subject ED
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesText value that describes the subject line of the correspondence.

For RPS, an example would be "Statistics Meeting Request"
	Default: MERGEFIELD Att.Default


	typeCode CD
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesA coded value specifying the particular kind of submission unit.

For example, original, amendment, supplement or correspondence.

NOTE: Typically each submission unit type would cause a different regulatory request.
	Default: MERGEFIELD Att.Default



SubmissionUnitRelationship
Type:

Class    MERGEFIELD Element.BaseClasses
Status:

Release 2.0.  Version 1.0.  Phase 1.0.

Package:
BRIDG Release 2.1 -- Static Classes     Keywords:  MERGEFIELD Element.Tag 
Detail:

Created on 3/6/2007.  Last modified on 5/21/2008.

GUID:

{1DAF2F43-4480-4b3f-9A9B-0FBE31C0AF44}
MERGEFIELD Element.NotesThe relationship between a submission and the submission units. 

For example, in RPS, many times the submissions units are transmitted to the regulatory agency as the data is available, but the submission unit may actually be evaluated in a different order than the order that it was submitted.  This is particularly useful when a submission unit is an amendment, or a revision to a previous submission. The submission order helps to clarify which submission unit should be evaluated next. 

NOTE: The dynamic aspects of the model are needed to help describe the way in which the receipt dates and sequence numbers relate to one another. It also means that we should link the activity diagrams to the state diagrams to help describe the semantics that articulate the regulatory timelines for evaluating the submission unit.
	Custom Properties

	
	isActive = False


Connections
	Connector
	Source
	Target
	Notes

	Association   is associated to a submission via / associates a submission to  

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
SubmissionUnitRelationship
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionUnit
 
	MERGEFIELD Connector.Notes
 

	Association  associates a submission unit to / is associated to a submission unit via  

Unspecified 


	Public MERGEFIELD ConnSource.Role MERGEFIELD ConnSource.RoleNote
Submission
 
	Public MERGEFIELD ConnTarget.Role MERGEFIELD ConnTarget.RoleNote
SubmissionUnitRelationship
 
	MERGEFIELD Connector.Notes
 


Attributes
	Attribute
	Notes
	Constraints and tags 

	senderSubmissionUnitOrder INT
Public
MERGEFIELD Att.Static MERGEFIELD Att.Const
MERGEFIELD Att.Collection
MERGEFIELD Att.Multiplicity
MERGEFIELD Att.Stereotype

	MERGEFIELD Att.NotesValue the sender uses to specify the order in which it sent submission units,  if the recipient must apply or respond to the submission units sequentially.
	Default: MERGEFIELD Att.Default



