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Subject Registration Platform Independent Model and Service Specification
1 Introduction

1.1 Overview
The purpose of the Subject Registration service is to provide a set of interfaces to manage the clinical subject registration process, including multi-site studies. In addition, this service is intended to provide authoritative information on a subject’s registration.

This service is part of NCI’s Enterprise Services (NES) and has to adhere to all the service specifications and guidelines set by the NCI’s Enterprise Conformance and Compliance Framework (ECCF). This service also has to adhere to the underlying NCI’s version of BRIDG v2.1 and use the NCI’s restricted list of ISO 21090 data types.

The following document provides the Platform Independent Model and Service Specification (PIMSS) for Subject Registration which is compliant with all the standards and guidelines mentioned above and at the same time are compliant to all the functionality described by the conformance profiles in the Subject Registration Conceptual Functional Service Specification (CFSS)

1.2 Relationship to Standards

	Standards
	Description

	NCI’s BRIDG v2.1
	The Subject Registration Service will use NCI’s version of BRIDG Model

	NCI’s ISO 21090
	The Subject Registration Service will use the NCI’s implementation of ISO 21090


1.3 Relation to the Subject Registration Conceptual Functional Service Specification
	Conceptual Functional Service Specification Name
	Conceptual Functional Service Specification Version
	Description & Link to the Conceptual Functional Service Specification

	Subject Registration Conceptual Functional Service Specification
	0.0.4
	The Subject Registration Platform Independent Model and Service Specification follows the Subject Registration Conceptual Model and Service Specification located at the following location:
https://gforge.nci.nih.gov/plugins/scmsvn/viewcvs.php/trunk/specifications/CFSS_Subject_Registration_Service.doc?root=ent-services&view=log



	Deviation from the Conceptual Functional Service Specification
	Reason for Deviation

	None
	Not Applicable


1.3.1 Conformance and Compliance

This service is conformant and compliant to the following conformance profiles described in the Subject Registration Conceptual Functional Service Specification

	Conformance Profile No.
	SR-CP1

	Conformance Profile Name
	SR Query BRIDG V2.1

	Functional Profiles
	Functional Profile No.

Functional Profile Name

SR-FP1
SR Query


	Semantic Profiles
	Semantic Profile No.

Semantic Profile Name

SR-SP1

SR BRIDG V2.1



	Conformance Profile No.
	SR-CP2

	Conformance Profile Name
	SR Site BRIDG V2.1

	Functional Profiles
	Functional Profile No.

Functional Profile Name

SR-FP2

SR Site



	Semantic Profiles
	Semantic Profile No.

Semantic Profile Name

SR-SP1

SR BRIDG V2.1



	Conformance Profile No.
	SR-CP3

	Conformance Profile Name
	SR CCenter BRIDG V2.1

	Functional Profiles
	Functional Profile No.

Functional Profile Name

SR-FP3

SR CCenter



	Semantic Profiles
	Semantic Profile No.

Semantic Profile Name

SR-SP1

SR BRIDG V2.1



	Conformance Profile No.
	SR-CP4

	Conformance Profile Name
	SR Reports BRIDG V2.1

	Functional Profiles
	Functional Profile No.

Functional Profile Name

SR-FP4

SR Reports


	Semantic Profiles
	Semantic Profile No.

Semantic Profile Name

SR-SP1

SR BRIDG V2.1



2 Platform Independent Model and Service Specification
2.1 Overview and Architecture

The sections below fully describe the overall architecture of the Subject Registration Service Interface. It provides details about the operations and behavior of the interfaces exposed by the service. These interfaces are designed for the end consumer and are designed based on the functionality which is accessed cohesively by each of the consumers. Based on this grouping of functionality the overall service is spilt into 5 interfaces.

Subject Registration Management Base: This interface contains all the operations which are accessed both by consumers at each trial site as well as the coordinating center. These operations are generally related to updating an existing subject registration.
Subject Registration Management Site: This interface contains only those operations which are accessed by the consumers at each trial sites. These operations are generally pertaining to initiating a registration request or slot reservations.
Subject Registration Management Coordinating Center: This interface contains only those operations which are accessed by the consumers at the coordinating center. These operations are generally pertaining to approving a registration request as well as slot reservations
Subject Registration Query: This interface contains operations which are accessed both by the consumers at each trial site as well as the coordinating center to retrieve an existing subject registration.

Subject Registration Reporting: This interface contains operations which are used by the CCRB, IRBs, Administrators, Sponsors to produce various reports to track the accrual, screening as well as demographic information for a particular study.

This grouping is done in order to be compliant with the functional profiles described in the CFSS. All operations accept NCI’s BRIDG v2.1 based object for input and output and use the ISO 21090 data types for data transfer. There are certain classes which have been added to facilitate return of report data.
2.2 Implementation Considerations

	Implementation Consideration
	Impact

	Service to use the constrained ISO datatypes
	The service developed might not be fully compliant with other ISO 21090 systems

	Service to use NCI’s version of BRIDG v2.1
	The service developed might not be fully compliant with other BRIDG v2.1 systems


2.2.1 Assumptions

	Assumptions
	Affects

	Audit & Logging is assumed to be handled by supporting infrastructure
	As a result it is not explicitly referenced in individual operations and assumed to be done automatically 

	Authorization checks are enforced
	Only authorized users will be allowed access

	Demographics CRF Requirements not considered
	The demographics CRF requirements will be considered in future

	Single Demographic Information per subject is stored
	Support for storage of multiple demographics data for a subject per study will be considered in future


2.2.2 Deployment Considerations

	Deployment Consideration
	Impact

	Remote Deployment Mode
	Service should run remotely and be able to support remote client

	Multiple Jurisdiction
	Service should be able to be deployed across various institutions and be compliant with local jurisdictions

	External Access
	The coordinating center would need to be able to access the SR Query & SR CCenter profiles at each of the participating sites within the given study


2.2.3 Jurisdictional Domains

	Jurisdictional Domains
	Boundary

	Trial Co-ordinating Center & Trial Sites
	The Subject Registration will be deployed at various institutions where trials would be conducted. They would be under jurisdiction of these individual centers 


2.3 Information Model

2.3.1 StudySubject Type
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StudySubject Object derived from the Subject (Subject Management) & Person (COPPA) objects
	Attribute Name
	Type
	Attribute Description

	identifier
	II
	A unique identifier for the Entity.

	name
	EN.PN
	A non-unique textual identifier or moniker for the Entity.

	postalAddress
	AD
	The postal and/or residential address of a Person.

	statusCode
	CD
	A value representing whether the information associated with the Entity is currently active or inactive for the purpose of participation in acts.

	telecomAddress
	DSET<TEL>
	A telecommunication address for the Entity.

	sexCode
	CD
	A value representing the gender (sex) of a Living subject.

	raceCode
	DSET<CD>
	A value representing the race of a person.

	birthDate
	TS
	The date and time of a living subject's birth or hatching.

	ethnicGroupCode
	DSET<CD>
	The self-declared ethnic origination, independent of racial origination.

	state
	ST
	The state of the subject as defined by the Subject Management Services (“ACTIVE” or “INACTIVE”)

	actualSubjectIndicator
	BL
	Specifies whether this is a real study subject participating in some activity rather than a placeholder for a study subject.

	confidentialityIndicator
	BL
	Specifies whether the subject, or their legally acceptable representative, provided written authorization to allow the use and disclosure of their protected health information.

	identifier
	II
	The designation assigned to a study subject to uniquely identify them on a study.

For example, patient number 7 on a study.

	paymentMethodCode
	CD
	The primary payer/insurance carrier information at the time of treatment on a protocol. 

For example, Private Insurance, Medicare, Medicare And Private Insurance, Medicaid, etc.

	statusCode
	CD
	A value drawn from an enumerated value set which describes the lifecycle (e.g., new, active, inactive, nullified, normal, completed, suspended, draft, retired, terminated, pending approval, held, cancelled, aborted) of a study subject.

	statusDateRange
	IVL <TS>
	The date and time span for when a particular status becomes active until it is no longer considered active, enforceable, relevant, etc.

	subgroupCode
	CD
	A unique code for identification of uniform groups of subjects for separate analysis or treatment.

For example, in National Cancer Institute (NCI) this is the Clinical Data Update System (CDUS) Reporting.


2.3.2 StudySubject State Model
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State Transition Diagram for StudySubject object during the entire registration process
	Operations
	Transitions Caused

	updateSubjectRegistrationState
	C, D, E, F, I, J, K,, L, Q, R

	updateSubjectRegistration
	None

	querySubjectRegistration
	None

	retrieveSubjectRegistrationRequest
	None

	approveSubjectRegistrationRequest
	G, H

	transferSubjectRegistration
	None

	initiateSubjectRegistration
	A

	retrieveStudyAccuralData
	None

	retrieveStudyScreeningData
	None

	retrieveStudyDemographicData
	None


2.3.3 Subject Registration Implementation model
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ISO 21090 data types used in the Subject Registration Model
2.3.4 Error Implementation Model

This service returns only one exception class named SRException. The structure and details of SRException class are given below
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	Attribute Name
	Type
	Attribute Description

	code
	CD
	The actual error code which the Exception class represents

	message
	CD
	The detailed error message

	severity
	CD
	The severity of this error. It can be “FATAL”, “HIGH”, “MEDIUM” or “LOW”

	type
	CD
	Indicates what type of error has occurred. Eg. Business, System etc.


2.4 Control Data Type Definitions

2.4.1 Status/Return Values/Exceptions

	Data Type
	Type (Status / Return Value / Exception)
	Data Type Description

	SRException
	Exception
	The return object in case there is any exception during the execution of any of the operations listed below


2.4.2 Error Codes

	Error Code
	Error Type
	Error Severity
	Error/Exception Message

	SR1001
	Business
	HIGH
	Invalid data type or code value for an attribute

	SR1002
	Business
	HIGH
	Invalid StudySubject class representation

	SR1003
	Business
	HIGH
	Invalid StudyProtocol class representation

	SR2001
	Business
	MEDIUM
	Subject already registered to the study or a request already exists for subject’s registration

	SR2002
	Business
	MEDIUM
	Subject registration is rejected (with appropriate details in error message details from the underlying systems if any)

	SR2003
	Business
	MEDIUM
	Site not assigned to the Study Protocol

	SR2004
	Business
	MEDIUM
	Study Protocol is not approved

	SR2005
	Business
	MEDIUM
	Study Protocol is not open for enrollment

	SR5001
	Business
	LOW
	Study Subject doesn’t exist for the given identifier

	SR5002
	Business
	LOW
	Site doesn’t exist for the given identifier

	SR5003
	Business
	LOW
	Study doesn’t exist for the given identifier

	SR5004
	Business
	LOW
	No subjects found for the given search criteria

	SR5005
	Business
	LOW
	No accruals data found for the input criteria

	SR5006
	Business
	LOW
	No screening data found for the input criteria

	SR5007
	Business
	LOW
	No demographics data found for the input criteria

	SR5008
	Business
	MEDIUM
	Site is not in regulatory compliance

	SR5009
	Business
	MEDIUM
	Slot Reservation Request rejected – (appropriate reasons)

	SR5010
	Business
	MEDIUM
	Slot Reservation Request doesn’t exist for the given identifier


2.4.3 Query Parameters and Result Sets

	Data Type
	Type (Query Search Criteria / Search Result Limiter / Query Result Set)
	Data Type Description

	StudySubject
	Query Search Criteria 

Query Result Set
	StudySubject object is used to provide the query criteria for searching a subject’s registration information. The results are all the matching StudySubject objects for that given search criteria

	AccrualInformation
	Query Result Set
	Returns the accrual information for the given study

	ScreeningInformation
	Query Result Set
	Returns the screening information for the given study

	DemographicsInformation
	Query Result Set
	Returns the demographics information for the given study


3 Interfaces

3.1 UML Model of Interfaces

	Interface No
	Interface Name
	Interface Description

	SR-INF1
	SRManagementBase
	Provides the functionality common to both the registering site as well as coordinating center.

	SR-INF2
	SRQuery
	Provides the functionality to query subject registration

	SR-INF3
	SRManagementCoordinatingCenter
	Provides the functionality available to the Study Registrar at the coordinating center.

	SR-INF4
	SRManagementSite
	Provides the functionality available to the Site Registrar at the registering site

	SR-INF5
	SRReporting
	Provides the functionality available to the Study Registrar (as well as other approved personnel) at the Study Coordinating center.


3.2 Operations (Enumeration)

	Operation No.
	Operation Name
	Interface Name
	Operation Description

	SR-INF1-OP1
	updateSubjectRegistrationState


	SRManagementBase
	To update the state of the Subject Registration

	SR-INF1-OP2
	updateSubjectRegistration
	SRManagementBase
	Update Subject registration information

	SR-INF2-OP1
	querySubjectRegistration
	SRManagementBase
	Query / Retrieve a Subject Registration

	SR-INF3-OP1
	retrieveSubjectRegistrationRequest
	SRManagementCoordinatingCenter
	Retrieve Subject  Registration request (It could be a pre-registration request as well)

	SR-INF3-OP2
	approveSubjectRegistrationRequest
	SRManagementCoordinatingCenter
	Approve a Subject Registration request (It could be a pre-registration request as well)

	SR-INF3-OP3
	transferSubjectRegistration
	SRManagementCoordinatingCenter
	Transfer a subject from one study site to another within the given study

	SR-INF3-OP4
	retrieveSlotReservationRequest
	SRManagementCoordinatingCenter
	Retrieve Slot Reservation Request for the subject

	SR-INF3-OP5
	approveSlotReservationRequest
	SRManagementCoordinatingCenter
	Approve Slot Reservation Request for the subject

	SR-INF4-OP1
	initiateSubjectRegistration
	SRSite
	Initiate a request to register the subject to the study (it could be pre-registration as well)

	SR-INF4-OP2
	initiateSlotReservation
	SRSite
	Initiate a request to reserve a slot for the subject on a given study

	SR-INF5-OP1
	retrieveStudyAccuralData
	SRReporting
	Report to retrieve the study accrual data

	SR-INF5-OP2
	retrieveStudyScreeningData
	SRReporting
	Report to retrieve the study screening data

	SR-INF5-OP3
	retrieveStudyDemographicData
	SRReporting
	Report to retrieve the study demographics data
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Interface Diagram for Subject Registration Service
3.3 Operation Behavior Descriptions

3.3.1 SR-INF 1: SRManagementBase Interface
3.3.1.1 SR-INF1-OP1: updateSubjectRegistrationState operation

	Behavior Description
	Allows the client to change the state of the registered subject.

	Pre-Conditions
	The subject must be registered to the study. The subject cant be in “OFFSTUDY” state

	Security Conditions
	The requestors:
· Must be a member of Study Registrar group for the given study

OR

· Must be a member of Site Registrar group at the given site

· Must be a member of Site Registrar group for the given study

· Subject is registered to that particular site

	Inputs
	II : StudySubjectIdentifier

ST : State (the new state for the subject registration as show in the state diagram in the CFSS)

	Outputs
	BRIDG : StudySubject (With the updated state)

	Post-Conditions
	The Subject’s state is changed to the new state

	Exception Conditions
	· Invalid data type or code value for an attribute

· Invalid State Transition requested

· Study Subject doesn’t exist for the given identifier

	Additional Implementation Details
	

	Notes
	


3.3.1.2 SR-INF1-OP2: updateSubjectRegistration operation

	Behavior Description
	Allows the client to update subset of subject registration object

	Pre-Conditions
	The subject must be registered to the study. The subject cant be in “CANDIDATE” and “OFFSTUDY” state

	Security Conditions
	The requestors:
· Must be a member of Study Registrar group for the given study

OR

· Must be a member of Site Registrar group at the given site

· Must be a member of Site Registrar group for the given study

· Subject is registered to that particular site

	Inputs
	BRIDG : StudySubject (Containing the updated values)

	Outputs
	BRIDG : StudySubject (With the updated values)

	Post-Conditions
	The subject object is updated with the new values provided

	Exception Conditions
	· Invalid data type or code value for an attribute

· Study Subject doesn’t exist for the given identifier

	Additional Implementation Details
	

	Notes
	


3.3.2 SR-INF2: SRQuery Interface

3.3.2.1 SR-INF2-OP1: querySubjectRegistration operation

	Behavior Description
	Allows the Study registrar or the Site Registrar to retrieve a subject registration for the given criteria. This operation uses Query by example model of querying and will retrieve all the StudySubject objects which match the input search criteria.

	Pre-Conditions
	None

	Security Conditions
	The requestors:
· Must be a member of Study Registrar group for the given study

OR

· Must be a member of Site Registrar group at the given site

· Must be a member of Site Registrar group for the given study

· Subject is registered to that particular site

	Inputs
	BRIDG : StudySubject

	Outputs
	DSET <BRIDG : StudySubject>

	Post-Conditions
	None

	Exception Conditions
	· Invalid data type or code value for an attribute

· No subjects found for the given search criteria

	Additional Implementation Details
	

	Notes
	


3.3.3 SR-INF3: SRManagementCoordinatingCenter Interface

3.3.3.1 SR-INF3-OP1: retrieveSubjectRegistrationRequest operation

	Behavior Description
	Enables retrieval of open registration requests that require processing (approval or rejection) by the coordinating center. 

Returns a collection of StudySubject objects that are open requests

	Pre-Conditions
	None

	Security Conditions
	The requestors:
· Must be a member of Study Registrar group for the given study

	Inputs
	II : StudyIdentifier

II : SiteIdentifier (This input attribute is optional. )

	Outputs
	<DSET> BRIDG : StudySubject (All the StudySubject object with state as “CANDIDATE” for the given study and site (if provided))

	Post-Conditions
	None

	Exception Conditions
	· Invalid data type or code value for any attribute
· Site doesn’t exist for the given identifier

	Additional Implementation Details
	

	Notes
	


3.3.3.2 SR-INF3-OP2: approveSubjectRegistrationRequest operation

	Behavior Description
	Allows the study registrar to approve or reject the registration request of a subject to the study. A request may be either for a pre-registration or a full registration. 

If approved, an instance of a StudySubject is returned with a generated Identifier. If rejected, then an appropriate message is returned.

	Pre-Conditions
	A request must exist for full registration or pre-registration.

The StudySubject must be in CANDIDATE state 

	Security Conditions
	The approver:
· Must be a member of Study Registrar group for the given study

	Inputs
	BRIDG : StudySubject

	Outputs
	BRIDG : StudySubject (With identifier assigned for the Subject in the identifier attribute and the state being “ONSTUDY” in case of full registration and “PENDINGONSTUDY” for pre-registration)

	Post-Conditions
	The Subject is registered to the study and his status is now “ONSTUDY” for full registration and “PENDINGONSTUDY” for pre-registration

	Exception Conditions
	· Invalid StudySubject class representation

· Subject already registered to the study or a request already exists for subject’s registration

· Subject registration request doesn’t exist for the given identifier
· Invalid data type or code value for an attribute

· Subject registration is rejected (with appropriate details in error message details from the underlying systems if any)

	Additional Implementation Details
	

	Notes
	In case where the subject is Pre-Registered and the Lab Results come back as acceptable updateSubjectRegistrationStatus should be used instead


3.3.3.3 SR-INF3-OP3: transferSubjectRegistration operation

	Behavior Description
	Allows the Study registrar to transfer a subject from one study site to another within the same study.

	Pre-Conditions
	The subject must be registered to the study. The subject cant be in “CANDIDATE” and “OFFSTUDY” state

	Security Conditions
	The requestors:
· Must be a member of Study Registrar group for the given study

	Inputs
	II : StudySubjectIdentifier
II : SiteIdentifier (for the destination site)

	Outputs
	None

	Post-Conditions
	The subject is now assigned to the new site

	Exception Conditions
	· Invalid data type or code value for an attribute

· Study Subject doesn’t exist for the given identifier

· Site doesn’t exist for the given identifier

· Site not assigned to the study protocol
· Site is not in regulatory compliance

	Additional Implementation Details
	

	Notes
	


3.3.3.4 SR-INF3-OP4: retrieveSlotReservationRequest operation

	Behavior Description
	Enables retrieval of open slot reservation requests that require processing (approval or rejection) by the coordinating center. 

Returns a collection of SlotReservation objects that are open requests

	Pre-Conditions
	None

	Security Conditions
	The requestors:
· Must be a member of Study Registrar group for the given study

	Inputs
	II : SlotReservationRequestIdentifier (This input attribute is optional. )

	Outputs
	<DSET> SR : SlotReservation

	Post-Conditions
	None

	Exception Conditions
	· Invalid data type or code value for any attribute
· Slot Reservation Request doesn’t exist for the given identifier

	Additional Implementation Details
	

	Notes
	


3.3.3.5 SR-INF3-OP5: approveSlotReservationRequest operation

	Behavior Description
	Allows the study registrar to approve or reject the slot reservation request. If successful, an instance of a Slot Reservation is returned with a generated Identifier.

	Pre-Conditions
	A slot reservation request must exist.

	Security Conditions
	The approver:
· Must be a member of Study Registrar group for the given study

	Inputs
	II : SlotReservationRequestIdentifier

	Outputs
	II: SlotIdentifier

	Post-Conditions
	A slot is reserved for the subject

	Exception Conditions
	· Slot Reservation Request rejected – (appropriate reasons)

	Additional Implementation Details
	

	Notes
	


3.3.4 SR-INF4: SRManagementSite Interface

3.3.4.1 SR-INF4-OP1: initiateSubjectRegistration operation

	Behavior Description
	This functionality is invoked by the client to request an 

· Either a pre-registration 

· Or a full registration. 

StudySubject is used to provide information about the subject with all the mandatory fields required. 

This request needs to be approved by a Study Registrar.

The initial state of subject upon create would be candidate

	Pre-Conditions
	· Study must exist and is in “ACTIVE” state

· Study has an enrolling epoch

· Any hard limits on accrual must not have been reached

· Subject has met all the eligibility criteria defined in the enrolling epoch (for full registration)

	Security Conditions
	The requestors:
· Must be a member of Site Registrar group at the given site

· Must be a member of Site Registrar group for the given study

	Inputs
	BRIDG : StudySubject (Required mandatory field for subject)

BRIDG : StudyProtocol (Contains information regarding randomization / arm assignment)

CD : RegistrationType (“FULL” for Full registration / “PRE” for pre-registration)

II : SlotIdentifier

	Outputs
	BRIDG : StudySubject (Containing a temporary identifier in field Identifier of II type and state as “CANDIDATE”)

	Post-Conditions
	A registration request is created which needs to be approved by the Study Registrar

	Exception Conditions
	· Invalid StudySubject class representation

· Subject already registered to the study or a request already exists for subject’s registration

· Invalid StudyProtocol class representation

· Study Protocol is not approved

· Study Protocol is not open for enrollment

· Invalid data type or code value for an attribute

	Additional Implementation Details
	

	Notes
	


3.3.4.2 SR-INF4-OP2: initiateSlotReservationRequest operation

	Behavior Description
	Allows initiation of a slot request on a phase I trial (or a trial with very limited enrollment) for a subject. Reserves a slot in the registration system with minimal fields populated. 

If successful, an instance of a SlotRequest is returned with a generated Identifier

	Pre-Conditions
	· Study must exist and is in “ACTIVE” state

· Study has an enrolling epoch

· Any hard limits on accrual must not have been reached

	Security Conditions
	The requestors:
· Must be a member of Site Registrar group at the given site

· Must be a member of Site Registrar group for the given study

	Inputs
	CD : Subject Initials
BRIDG : StudyProtocol 

II : SiteIdentifier

	Outputs
	II : SlotReservationRequestIdentifier

	Post-Conditions
	A slot reservation request is created which needs to be approved by the Study Registrar

	Exception Conditions
	· Invalid StudyProtocol class representation

· Study Protocol is not approved

· Study Protocol is not open for enrollment
· Study Site is not in regulatory compliance
· Invalid data type or code value for an attribute

	Additional Implementation Details
	

	Notes
	


3.3.5 SR-INF5: SRReporting Interface

3.3.5.1 SR-INF5-OP1: retrieveStudyAccuralData operation

	Behavior Description
	Study Accrual data is required to be reported to a number of agencies and bodies. The method returns the accrual data in a standard Accrual data format from which information can be retrieved for individual applications reporting 

	Pre-Conditions
	None

	Security Conditions
	The requestors:
· Must be a member of Study Registrar group for the given study

OR

· Must be a member of Site Registrar group at the given site

· Must be a member of Site Registrar group for the given study

	Inputs
	II : StudyIdentifier

II : SiteIdentifier (To be provided optionally by the Site Registrar for querying Accruals within their sites, Study Registrar can provide “ALL” as input for retrieving accrual information for all sites)

	Outputs
	DSET<SubjectRegistration : AccrualInformation>

	Post-Conditions
	None

	Exception Conditions
	· Invalid data type or code value for an attribute

· No accruals data found for the input criteria

· Study doesn’t exist for the given identifier

· Site doesn’t exist for the given identifier

	Additional Implementation Details
	

	Notes
	


3.3.5.2 SR-INF5-OP2: retrieveStudyScreeningData operation

	Behavior Description
	Screening data is required to be reported to a number of agencies and bodies. This report contains information regarding screening’s successes and failures e.g. how many interviewed, how many failed screening, why, how many decided not to participate, how many failed to return.

	Pre-Conditions
	None

	Security Conditions
	The requestors:
· Must be a member of Study Registrar group for the given study

OR

· Must be a member of Site Registrar group at the given site

· Must be a member of Site Registrar group for the given study

	Inputs
	II : StudyIdentifier

II : SiteIdentifier (To be provided optionally by the Site Registrar for querying screening information within their sites, Study Registrar can provide “ALL” as input for retrieving screening information for all sites)

	Outputs
	DSET<SubjectRegistration : ScreeningInformation>

	Post-Conditions
	None

	Exception Conditions
	· Invalid data type or code value for an attribute

· No screening data found for the input criteria
· Study doesn’t exist for the given identifier

· Site doesn’t exist for the given identifier

	Additional Implementation Details
	

	Notes
	


3.3.5.3 SR-INF5-OP3: retrieveStudyDemographicData operation

	Behavior Description
	Demography data is required to be reported to a number of agencies and bodies.  This report describes an aggregate of subject or study subject demographic data, e.g., age, race, ethnicity, gender, marital status)

	Pre-Conditions
	None

	Security Conditions
	The requestors:
· Must be a member of Study Registrar group for the given study

OR

· Must be a member of Site Registrar group at the given site

· Must be a member of Site Registrar group for the given study

	Inputs
	II : StudyIdentifier

II : SiteIdentifier (To be provided optionally by the Site Registrar for querying screening information within their sites, Study Registrar can provide “ALL” as input for retrieving screening information for all sites)

	Outputs
	DSET<SubjectRegistration : DemographicInformation>

	Post-Conditions
	None

	Exception Conditions
	· Invalid data type or code value for an attribute

· No demographics data found for the input criteria

· Study doesn’t exist for the given identifier

· Site doesn’t exist for the given identifier

	Additional Implementation Details
	

	Notes
	


4 Dynamic Model
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Component View depicting major Interactions of Subject Registration Service
5 Profiles

5.1 Functional Profiles

	Profile No.
	Profile Name
	Profile Description

	SR-FP1
	SR Query
	This profile provides query functionality

	SR-FP2
	SR Site
	This profile contains all registration request capabilities used by a study site.

	SR-FP3 
	SR CCenter
	This profile contains all registration approval capabilities used by a coordinating center. 

	SR-FP4
	SR Reports
	This profile provides the ability to retrieve data for use in submission reports.


	Interface Operation No.
	Interface Operation Name
	Profile No.
	Profile Name

	SR-INF1-OP1
	updateSubjectRegistrationState


	SR–FP2

SR–FP3
	SR Site

SR CCenter

	SR-INF1-OP2
	updateSubjectRegistration
	SR–FP2

SR–FP3
	SR Site

SR CCenter

	SR-INF2-OP1
	querySubjectRegistration
	SR-FP1

SR-FP2

SR-FP3
	SR Query

SR Site

SR CCenter

	SR-INF3-OP1
	retrieveSubjectRegistrationRequest
	SR-FP3
	SR CCenter

	SR-INF3-OP2
	approveSubjectRegistrationRequest
	SR-FP3
	SR CCenter

	SR-INF3-OP3
	transferSubjectRegistration
	SR-FP3
	SR CCenter

	SR-INF4-OP1
	initiateSubjectRegistration
	SR–FP2
	SR Site

	SR-INF5-OP1
	retrieveStudyAccuralData
	SR-FP4
	SR Reports

	SR-INF5-OP2
	retrieveStudyScreeningData
	SR-FP4
	SR Reports

	SR-INF5-OP3
	retrieveStudyDemographicData
	SR-FP4
	SR Reports
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Profile view of the Operations of Subject Registration Service
5.2 Semantic Profiles

	Semantic Profile No.
	Semantic Profile Name
	Semantic Profile Description

	SR-SP1
	BRIDG V2.1 Subject Registration
	BRIDG V2.1 based Subject Registration Semantic Profile


6 Relationship with other services
	Service Name
	Dependant / Depends
	Data
	Description

	Subject Management Service
	Dependant
	Subject Demographic Data
	Subject Registration Service uses the Subject Management service to persist the Subject’s Demographic data

	Protocol Management Service
	Dependant
	Study Protocol Data
	Subject Registration Services uses the Protocol Management service to determine if the protocol is active or not and also is open for enrollment and any hard limits have not be reached

	Eligibility Service
	Dependant
	Study Subject Information

Study Protocol Data
	Subject Registration Services uses the Eligibility Service to determine if the Subject is eligible for enrollment into the given study or not

	Randomization Service
	Dependant
	Study Subject Information

Study Protocol data
	Based on the randomization requirements for the Study, this service returns the arm to which the subject should be assigned.

	Other CTMS Services
	Depends
	Subject Registration Data
	All the other services use the Subject Registration Service to verify subject’s registration information


7 Conformance Statements

	Name
	Type
	Viewpoint
	Description
	Test method

	Multiple Jurisdictions
	Obligation
	Enterprise
	Implementers must provide an implementation that supports multiple jurisdictional domains (i.e. support different Coordinating Center and Sites as well as multi-site trials )
	Test cases include multiple domain scenarios

	Query Performance
	Obligation
	Enterprise
	The performance of the SRQuery interface should be within 0.2 second to return a single record from the underlying database
	Test cases to include performance testing.

	Conformance Profiles
	Obligation
	Computational / Information
	In order to claim a minimal level of conformance to the Subject Registration specification, designers/implementers are obligated to support the following mandatory Conformance Profiles (i.e. their contained functional and semantic profiles): SR Query BRIDG V2.1 & SR Site BRIDG V2.1 or SR CCenter BRIDG V2.1
	Test cases to be defined to test each specified profile.

	Optional Functional Profiles
	Permission
	Computational
	Implementers may implement the additional functional profiles not included in the mandatory conformance profiles.
	Test cases to be defined to test each specified profile.

	ISO Datatypes
	Obligation
	Information
	Implementers are obliged to support ISO 21090 datatypes in all operations
	Test cases to include processing of each relevant data type

	Auditing
	Obligation
	Engineering
	Designers/implementers are obligated to decide on and document the approach for logging or auditing of operation calls.
	Design Review


8 Appendix A - References

	Name
	Description
	Location

	NCI’s BRIDG v2.1
	NCI’s BRIDG model used for modeling the SR Service
	https://gforge.nci.nih.gov/frs/download.php/5009/BRIDG_Release_2.1_Package.zip

	Use Case Document
	Document containing use cases for the C3PR application
	https://cabig-kc.nci.nih.gov/CTMS/KC/index.php/C3PR_Use_Cases 

	Subject Registration CFSS
	Conceptual Functional Service Specification for Subject Registration
	https://gforge.nci.nih.gov/plugins/scmsvn/viewcvs.php/trunk/specifications/CFSS_Subject_Registration_Service.doc?root=ent-services&view=log 


9 Appendix B - Glossary

	Term
	Description

	BRIDG
	The Biomedical Research Integrated Domain Group (BRIDG) has developed a comprehensive domain analysis model representing biomedical/clinical research.

	C3PR
	Cancer Central Clinical Patient Registry is the existing application developed by CTMS workspace which handles subject registration


10 Appendix C - Cross Reference Tables
10.1 Interface to Profile Mapping
	Interface No.
	Interface
	Profile No.
	Profile

	SR-INF1
	SRManagementBase


	SR–FP2

SR–FP3
	SR Site

SR CCenter

	SR-INF2
	SRQuery
	SR-FP1

SR–FP2

SR–FP3
	SR Query

SR Site (Partial)
SR CCenter (Partial)

	SR-INF3
	SRManagementCoordinatingCenter
	SR-FP3
	SR CCenter

	SR-INF4
	SRManagementSite
	SR–FP2
	SR Site

	SR-INF5
	SRReporting
	SR-FP4
	SR Reports


10.2 Interface Operations to Profile Operations

	Operation No.
	Operation Name
	Capability No.
	Capability Name

	SR-INF1-OP1
	updateSubjectRegistrationState


	SR-CPB6
	Initiate Subject Registration Status Change 

	SR-INF1-OP2
	updateSubjectRegistration
	SR-CPB7
	Update Subject Registration

	SR-INF2-OP1
	querySubjectRegistration
	SR-CPB9
	Query Subject Registration

	SR-INF3-OP1
	retrieveSubjectRegistrationRequest
	SR-CPB3
	Retrieve Open Requests

	SR-INF3-OP2
	approveSubjectRegistrationRequest
	SR-CPB4
	Approve Subject Registration

	SR-INF3-OP3
	transferSubjectRegistration
	SR-CPB8
	Transfer Subject Registration

	SR-INF3-OP4
	retrieveSlotReservationRequest
	SR-CPB5
	Approve Slot Reservation

	SR-INF3-OP5
	approveSlotReservationRequest
	SR-CPB5
	Approve Slot Reservation

	SR-INF4-OP1
	initiateSubjectRegistration
	SR-CPB1
	Initiate Subject Registration

	SR-INFR
	initiateSlotReservationRequest
	SR-CPB2
	Initiate Slot Reservation

	SR-INF5-OP1
	retrieveStudyAccuralData
	SR-CPB10
	Retrieve Accrual Data

	SR-INF5-OP2
	retrieveStudyScreeningData
	SR-CPB11
	Retrieve Screening Data

	SR-INF5-OP3
	retrieveStudyDemographicData
	SR-CPB12
	Retrieve Demography Data
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