Recommendation for HL7 RIM Change (continued)


	Recommendation for HL7 RIM and/or Vocabulary Changes
	RECOMMENDATION ID
:
	

	For Harmonization During:
	Nov2005 
	RCRIM 2005-11 004

	Sponsored by
:
	RCRIM
	Sponsor’s Draft
:
	

	Date Approved by Sponsor:
	2005-09-16
	Sponsor’s Status

	

	Editor/ Author:
	Xampl Gener8or

	PROPOSALNAME: 
	Codes for RoleCode under _ResearchSubjectRoleBasis

	 FORMCHECKBOX 
 Class Model Change
 FORMCHECKBOX 
 Structural Vocabulary Change

 FORMCHECKBOX 
 Datatypes Change
 FORMCHECKBOX 
 Other Vocabulary Change


SUMMARY RECOMMENDATION

4 coded values are to be added to the ResearchSubjectRoleBasis RoleCode
VOCABULARY OBJECTS CHANGE SUMMARY
<<REQUIRED – fill in the numbers in the rightmost three columns that total the number of vocabulary changes in the proposal.  This is used to cross-check the accuracy of capturing and applying the requested changes>>
	Abbrev.
	Description
	# to add
	# to remove
	# to change

	S
	Code Systems
	4
	
	

	C
	Concept Codes in a Code System
	
	
	

	V
	Value Sets
	
	
	

	E
	External Terminology*
	
	
	


*please note that if external terminology elements (non-HL7 such as LOINC, SNOMED, ICD, etc.) are to be added or updated, the Harmonization External Terminology Request form must be also filled out and submitted with the harmonization request.

	POSITION OF CONCERNED ORGANIZATIONS:

<<REQUIRED - This table should contain one row for each organization (e.g., TC, SIG, other SDO) known to be interested, and should outline any consultation with – and feedback from – the organization.  Overwrite the examples below. >>

	ORG
	RECOMMENDATION APPROVAL STATUS
	AFFECTED ELEMENTS OF INTEREST TO ORG

	RCRIM
	approved
	Role.code

(aECG) TrialSubject.code

(CTLab) EnrolledSubject.code 

(CTLab) ScreeningSubject.code

(CTLab) ScreeningSubject2.code

(CTLab) SpareSubject.code

	Mnm
	informed through this proposal
	Role.code



	
	
	


ISSUE:

The RCRIM CTLaboratory and AnnotatedECG messages reference the ResearchSubjectRoleBasis domain to distinguish among research subjects qualified to participate in specific portions of a research study, and assigned unique identifiers corresponding to these qualifications. This domain has no codes defined within it.
CURRENT STATE:

In the course of a research study, each subject may be assigned new subject identifiers as they move from one stage to another.  The various subject identifiers for the same subject, and the specific identifier under which each piece of information is collected, must be determinable at all times.
OPTIONS CONSIDERED:

1. provide for a set of id’s for each ResearchSubject role instance, distinguishable by the root (namespace) component. – issue: can’t assign information to a particular id.

2. require that all research subjects maintain their initial subject id throughout the course of a research study if HL7 interchange is to be applied. – issues: can’t control research design this closely; randomization must be done a priori based on order of entry into the “enrollment” stage.  If not in subject id, this order must appear somewhere else in the model.

3. distinguish between successively assigned ids using the role.code attribute to identify the stage during which the id applies.  This amounts to interpreting each stage of the study as a new role instance.  This seems reasonable since there are criteria that distinguish acceptability at each stage, essentially establishing new qualifications at each stage of the study for the person playing a research subject role.>

RATIONALE:

Only the role.code option supports the requirement to differentiate information by id.

Needed to implement the RCRIM CTLaboratory and Annotated ECG messages.
RECOMMENDATION DETAILS:

EXISTING CONTEXT

RIM_0211

RoleCode (Code System: 2.16.840.1.113883.5.111)

ResearchSubjectRoleBasis (conceptID: A19417):

Description: Specifies the administrative functionality within a formal experimental design for which the ResearchSubject role was established. Examples: screening - role is used for pre-enrollment evaluation portion of the design; enrolled - role is used for subjects admitted to the active treatment portion of the design.


Parent Role.classCode: 



RoleClassAssociative (conceptID: not in RoseTree):




RoleClassMutualRelationship (conceptID: not in RoseTree):





RoleClassRelationshipFormal (conceptID: not in RoseTree):






INVSBJ: (RoleClassInvestivativeSubject) (conceptID: not in RoseTree):







RESBJ: (conceptID: not in RoseTree):

Description: A living subject to whom, or on behalf of whom, the procedures of an experiment are applied.

Value Set: none

RECOMMENDATION:

(1) Change the description of ResearchSubjectRoleBasis (conceptID: A19417) to:

“Specifies the administrative functionality within a formal experimental design for which the ResearchSubject role was established. Examples: screening - role is used for pre-enrollment evaluation portion of the design; enrolled - role is used for subjects admitted to the experimental portion of the design.”

(2) Add the following valueSet for ResearchSubjectRoleBasis (conceptID: A19417).

Screening (SCN)  - The specific role being played by a research subject participating in the pre-enrollment evaluation portion of  a research study.

Enrolled (ERL)  - The  specific role being played by a research subject participating in the active treatment or primary data collection portion of a research study.

DISCUSSION:

<< OPTIONAL - Any additional information needed to understand, evaluate or implement the recommendation, such as model fragments or other context that demonstrates use of the requested change.  Include implications.>>

ACTION ITEMS:

<< REQUIRED - Actions needed to address this recommendation.  Minimal recommended action item is: "M&M to implement recommendation".>>

RESOLUTION:

<< REQUIRED before recommendation can be closed.  Indicates how recommendation was brought to closure. Can include notes on further study or networking required, and by whom.>>

� identifier by which proposal is known to sponsor


� must be sponsored by an HL7 TC, the HL7 International Committee, an HL7 SIG, or an ANSI or ISO accredited SDO


� for sponsor tracking only; not for Harmonization identification


� for sponsor tracking only, Sponsor’s status must be “Approved” for submission to Harmonization





