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Background

The Regulated Clinical Research Information Management (RCRIM XE "RCRIM" ) Work Group and the Clinical Data Interchange Standards Consortium (CDISC XE "CDISC" ) have long had a formal cooperative working arrangement.
t
he Biomedical Research Integrated Domain Group (BRIDG XE "BRIDG" ) grew from a concept that began in 2003. The concept was to develop a Domain Analysis XE "Domain Analysis"  Model (DAM XE "DAM" ) that documented the shared semantics of the protocol-driven-research domain. The project was initiated in March 2004. In September of 2006, RCRIM XE "RCRIM"  adopted a policy that no specification could go to Membership
 ballot XE "Membership ballot"  without full documentation of bi-directional semantic traceability between the BRIDG and the balloted specification.
 The first release of BRIDG occurred in June of 2007. 

In the May 2008 ballot period, HL7 XE "HL7"  amended the ballot terminology. There was no longer a Membership ballot XE "Membership ballot"  level. Ballot levels were revised to Normative XE "Normative" , Informative XE "Informative" , Draft Standard for Trial Use XE "Draft Standard for Trial Use"  (DSTU XE "DSTU" ) and Comment. 

With this change, RCRIM XE "RCRIM"  needed to amend the established process to reflect the new ballot types. Many of the membership desired continuing the practice of harmonizing to BRIDG XE "BRIDG"  prior to the first ballot (DSTU XE "DSTU"  or Normative XE "Normative" ) of any RCRIM developed v3 standard or message. Many also believe interoperability occurs in the RIM, in design, and through the reuse of existing HL7 artifacts.  Although the recommendation is to achieve harmonization with BRIDG prior to DSTU or Normative ballot, it is suggested that the team work to achieve harmonization as early as possible as part of the domain analysis activities for the project. Having a documented process and procedure for BRIDG harmonization is necessary to enable teams to perform the harmonization activities.
Scope

This document applies to v3 standards or messages developed by the Regulated Clinical Research Information Management (RCRIM XE "RCRIM" ) Work Group.
t
he scope of this optional process and procedure applies to all projects within the HL7 XE "HL7"  RCRIM Work Group. The document is intended to be complimentary and additive to the HL7 Development Framework (HDF XE "HDF" ). If future revisions to the HDF result in conflict with this document, the HDF would take precedence over this work group procedural document. The intent of this document is to define process and procedures for projects within RCRIM XE "RCRIM"  and does not define processes and procedures for BRIDG XE "BRIDG"  and the BRIDG Semantic Coordination Committee (SCC XE "THC" ). 
Process
The team will create the necessary artifacts as a part of the HDF XE "HDF"  defined Domain Analysis XE "Domain Analysis"  Process (DAP XE "DAP" ) and pass those artifacts to the SCC XE "THC" . The SCC will harmonize the provided artifacts to BRIDG XE "BRIDG"  using the documented process and procedures defined by BRIDG.

A
t the initiation of a project the project scope statement shall identify if the project plans to harmonize with BRIDG XE "BRIDG" . If there are plans to harmonize with BRIDG then a BRIDG facilitator should be identified.  If plans to harmonize with BRIDG change during the course of the project, the scope statement will be amended to reflect the change. The revised scope statement will be submitted to the RCRIM XE "RCRIM"  membership for approval. The HDF XE "HDF"  describes the Domain Analysis XE "Domain Analysis"  process and the deliverables expected shown in the process diagram below.
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Figure 1 - HDF XE "HDF"  DAM XE "DAM"  Deliverables

In addition to the required Story Board XE "Story Board" , Information Model XE "Information Model" , Process Flow XE "Process Flow"  and Business Trigger Analysis XE "Business Trigger Analysis" , each team must develop a Glossary of Classes and Attributes (currently optional under HDF) XE "Glossary of Classes and Attributes" . Harmonization to BRIDG XE "BRIDG"  requires each project team and the BRIDG team to work together to provide a mapping spreadsheet that maps each item in their domain analysis model to the most current BRIDG release (see example below. The project team contacts one of the members of the SCC XE "THC"  either directly or through the list serve. The members of the SCC as well as the link to the listserv XE "listserv"  can be found at http://www.bridgmodel.org/ to discuss the logistics of the status of their project and when it can be scheduled for a future harmonization session. Class attributes in the project-specific DAM and the BRIDG may not match, since the project-specific DAM may not need all BRIDG attributes and may include implementation attributes inappropriate for inclusion in BRIDG.
Figure 2 - Example mapping spreadsheet prior to harmonization
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Figure 3 - Example of spreadsheet after harmonization

[image: image3.emf]BRIDG 

Class Name Class Note Attribute Name Attribute Notes

AE Team's Suggested 

Changed to BRIDG R1.1

Harmonization Result

AdverseEvent 

Package

ActionTaken

Actions taken, or 

recommended, to alter 

the treatment of the 

subject.

Add class

added 

ActionTakenRelations

hiprelationship class 

between AE and 

PerformedActivity 

ActionTaken delayDuration

Time delay 

associated with the 

administration of an 

Add attribute

added 

PerformedActivity.de

layDuration

AdverseEvent

Any unfavorable and 

unintended sign, 

symptom, disease, or 

other medical occurrence 

with a temporal 

association with the use 

of a medical product, 

procedure or other 

therapy, or in 

conjunction with a 

research study, 

Use class and definition 

from AE model.

Added as subclass of 

PerformedObservatio

nResult; deleted 

Assessment; made 

ObservationResult 

component of 

PerformedObservatio

n.  Some attributes 

that were in the 

original AE model's AE 

class map to 

AdverseEvent

adverseEventTe

rmCode

The code assigned 

to the adverse 

event.

Add 

AdverseEvent.adverseE

ventTermCode

PerformedObservatio

nResult.codedResult

AdverseEvent baselineDate

The date used to 

evaluate whether 

an item of 

information - either 

intervention or 

observation is 

Add 

AdverseEvent.baseline

Date

PerformedObservatio

n.actualDateRange 

when 

ObservationResult.ba

selineIndicator = Y.



AdverseEvent bodyLocation

An encoded 

representation of 

the anatomical 

location relevant 

Add 

AdverseEvent.bodyLoca

tion

PerformedObservatio

n.targetSite and 

targetSiteLaterality

AE Project DAM


The SCC XE "THC"  will work with the team to harmonize the classes XE "classes"  and attributes XE "attributes"  and add the necessary attributes to the model. Once the attributes have been added the team may take the message to DSTU XE "DSTU"  or normative ballot. 

Figure 4 - DAM Process extended for RCRIM XE "RCRIM" /BRIDG XE "BRIDG"  Harmonization Process
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Procedure

The following steps define the procedure to be used by RCRIM XE "RCRIM"  project teams to harmonize with BRIDG XE "BRIDG" .
	Step
	Procedure

	1
	If the project team does not have at least one member trained on the BRIDG XE "BRIDG"  Model, contact the SCC to schedule and attend a training session on BRIDG. It is recommended that at project kick-off, the Requirements Facilitator and BRIDG Facilitator (or BRIDG representative) discuss the project scope and derive a skeleton DAM from the BRIDG.

	2
	The RCRIM XE "RCRIM"  project team develops the project DAM XE "DAM"  to include the following deliverables

· Story Board XE "Story Board" 
· Information Model XE "Information Model" 
· Process Flow XE "Process Flow"  and Business Trigger Analysis XE "Business Trigger Analysis" 
· Glossary of Classes and Attributes XE "Glossary of Classes and Attributes" .

	3
	The RCRIM XE "RCRIM"  project team, BRIDG SCC or responsible group,  maps the Glossary of Classes and Attributes to BRIDG XE "BRIDG"  and add Class.attribute entries from BRIDG and any associated comments to create an initial project to BRIDG mapping spreadsheet.
Note: It is recommended that at the completion of any requirements gathering (e.g., at the end of an iteration) the team validate the project DAM with the BRIDG XE "BRIDG"  Facilitator (or BRIDG representative).

	4
	The RCRIM XE "RCRIM"  project team contacts the BRIDG XE "BRIDG"  SCC XE "THC"  and schedule a meeting to discuss the DAM XE "DAM"  and associated class and attributes XE "attributes" . Contact information can be found at http://www.bridgmodel.org/

	5
	The RCRIM XE "RCRIM"  project team meets with BRIDG XE "BRIDG"  SCC to align the project DAM with the BRIDG and finalize the project to BRIDG mapping spreadsheet.

	6
	The BRIDG XE "BRIDG"  SCC XE "THC"  modifies BRIDG, and the RCRIM XE "RCRIM"  project team modifies the project specific DAM as necessary, based on review of classes XE "classes"  and attributes. At the end of the harmonization process the project specific DAM and BRIDG should have a fully harmonized semantic; however, the representation and level of detail could be different.
(Note: Step 3 to 6 may need to be repeated up to the time there is consistency between BRIDG XE "BRIDG"  and the project specific DAM). XE "attributes" 

	7
	The RCRIM XE "RCRIM"  project team proceeds to develop ballot materials in parallel with the above process.
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Revision History
	Version
	Release
	Reason For Revision

	1.0
	1
	Original Document

	1.1
	2
	Revise BRIDG THC to BRIDG SCC


� Membership Ballot was the final ballot step prior to becoming a published standard. At the time, ballots were cast as Committee Level ballots (Open to the Technical Committee sponsoring the message) and upon passage at the committee they could be balloted at Membership level (open to all HL7 members)


� On September 12, 2006 the following was documented in the meeting minutes:�Motion by Don Kacher: RCRIM� XE "RCRIM" � adopt a policy that no specification could go to Membership ballot without full documentation of bi-directional semantic traceablity between the BRIDG� XE "BRIDG" � the balloted specification. Motion seconded by Charlie Mead. Affirmative: 18, Opposed: 0, Abstain: 2 Motion carries.
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Before Harmonization

		AE Project DAM												BRIDG

		Class Name		Class Note		Attribute Name		Attribute Notes		AE Team's Suggested Changed to BRIDG R1.1				Harmonization Result		Data Type		Package_ID

		AdverseEvent Package

		ActionTaken		Actions taken, or recommended, to alter the treatment of the subject.						Add class

		ActionTaken				delayDuration		Time delay associated with the administration of an agent.		Add attribute						TS		235

		AdverseEvent		Any unfavorable and unintended sign, symptom, disease, or other medical occurrence with a temporal association with the use of a medical product, procedure or other therapy, or in conjunction with a research study, regardless of causal relationship. (Adap						Use class and definition from AE model.

		AdverseEvent				adverseEventTermCode		The code assigned to the adverse event.		Add AdverseEvent.adverseEventTermCode						CD		235

		AdverseEvent				baselineDate		The date used to evaluate whether an item of information - either intervention or observation is considered concurrent or historical.		Add AdverseEvent.baselineDate						TS		235

		AdverseEvent				bodyLocation		An encoded representation of the anatomical location relevant for the event.

For example,  Left Arm for skin rash.		Add AdverseEvent.bodyLocation						CD		235

		AdverseEvent				expectedIndicator		An assessment of whether the specificity (nature), frequency, or severity of an adverse event is consistent with the applicable study documentation (e.g., investigator’s brochure, protocol document, or consent document) or product labeling (package insert		Change name of AdverseEvent.expected/unexpected						BL		235





After Harmonization

		AE Project DAM												BRIDG

		Class Name		Class Note		Attribute Name		Attribute Notes		AE Team's Suggested Changed to BRIDG R1.1				Harmonization Result		Data Type		Package_ID

		AdverseEvent Package

		ActionTaken		Actions taken, or recommended, to alter the treatment of the subject.						Add class				added ActionTakenRelationshiprelationship class between AE and PerformedActivity with

		ActionTaken				delayDuration		Time delay associated with the administration of an agent.		Add attribute				added PerformedActivity.delayDuration		TS		235

		AdverseEvent		Any unfavorable and unintended sign, symptom, disease, or other medical occurrence with a temporal association with the use of a medical product, procedure or other therapy, or in conjunction with a research study, regardless of causal relationship. (Adap						Use class and definition from AE model.				Added as subclass of PerformedObservationResult; deleted Assessment; made ObservationResult component of PerformedObservation.  Some attributes that were in the original AE model's AE class map to PerformedObservation; some map to PerformedObservationResu

		AdverseEvent				adverseEventTermCode		The code assigned to the adverse event.		Add AdverseEvent.adverseEventTermCode				PerformedObservationResult.codedResult		CD		235

		AdverseEvent				baselineDate		The date used to evaluate whether an item of information - either intervention or observation is considered concurrent or historical.		Add AdverseEvent.baselineDate				PerformedObservation.actualDateRange when ObservationResult.baselineIndicator = Y.		TS		235

		AdverseEvent				bodyLocation		An encoded representation of the anatomical location relevant for the event.

For example,  Left Arm for skin rash.		Add AdverseEvent.bodyLocation				PerformedObservation.targetSite and targetSiteLaterality		CD		235

		AdverseEvent				expectedIndicator		An assessment of whether the specificity (nature), frequency, or severity of an adverse event is consistent with the applicable study documentation (e.g., investigator’s brochure, protocol document, or consent document) or product labeling (package insert		Change name of AdverseEvent.expected/unexpected				Added as AdverseResult.expectedIndicator		BL		235
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Before Harmonization

		AE Project DAM												BRIDG

		Class Name		Class Note		Attribute Name		Attribute Notes		AE Team's Suggested Changed to BRIDG R1.1				Harmonization Result		Data Type		Package_ID

		AdverseEvent Package

		ActionTaken		Actions taken, or recommended, to alter the treatment of the subject.						Add class

		ActionTaken				delayDuration		Time delay associated with the administration of an agent.		Add attribute						TS		235

		AdverseEvent		Any unfavorable and unintended sign, symptom, disease, or other medical occurrence with a temporal association with the use of a medical product, procedure or other therapy, or in conjunction with a research study, regardless of causal relationship. (Adap						Use class and definition from AE model.

		AdverseEvent				adverseEventTermCode		The code assigned to the adverse event.		Add AdverseEvent.adverseEventTermCode						CD		235

		AdverseEvent				baselineDate		The date used to evaluate whether an item of information - either intervention or observation is considered concurrent or historical.		Add AdverseEvent.baselineDate						TS		235

		AdverseEvent				bodyLocation		An encoded representation of the anatomical location relevant for the event.

For example,  Left Arm for skin rash.		Add AdverseEvent.bodyLocation						CD		235

		AdverseEvent				expectedIndicator		An assessment of whether the specificity (nature), frequency, or severity of an adverse event is consistent with the applicable study documentation (e.g., investigator’s brochure, protocol document, or consent document) or product labeling (package insert		Change name of AdverseEvent.expected/unexpected						BL		235





After Harmonization

		AE Project DAM												BRIDG

		Class Name		Class Note		Attribute Name		Attribute Notes		AE Team's Suggested Changed to BRIDG R1.1				Harmonization Result		Data Type		Package_ID

		AdverseEvent Package

		ActionTaken		Actions taken, or recommended, to alter the treatment of the subject.						Add class				added ActionTakenRelationshiprelationship class between AE and PerformedActivity with

		ActionTaken				delayDuration		Time delay associated with the administration of an agent.		Add attribute				added PerformedActivity.delayDuration		TS		235

		AdverseEvent		Any unfavorable and unintended sign, symptom, disease, or other medical occurrence with a temporal association with the use of a medical product, procedure or other therapy, or in conjunction with a research study, regardless of causal relationship. (Adap						Use class and definition from AE model.				Added as subclass of PerformedObservationResult; deleted Assessment; made ObservationResult component of PerformedObservation.  Some attributes that were in the original AE model's AE class map to PerformedObservation; some map to PerformedObservationResu

		AdverseEvent				adverseEventTermCode		The code assigned to the adverse event.		Add AdverseEvent.adverseEventTermCode				PerformedObservationResult.codedResult		CD		235

		AdverseEvent				baselineDate		The date used to evaluate whether an item of information - either intervention or observation is considered concurrent or historical.		Add AdverseEvent.baselineDate				PerformedObservation.actualDateRange when ObservationResult.baselineIndicator = Y.		TS		235

		AdverseEvent				bodyLocation		An encoded representation of the anatomical location relevant for the event.

For example,  Left Arm for skin rash.		Add AdverseEvent.bodyLocation				PerformedObservation.targetSite and targetSiteLaterality		CD		235

		AdverseEvent				expectedIndicator		An assessment of whether the specificity (nature), frequency, or severity of an adverse event is consistent with the applicable study documentation (e.g., investigator’s brochure, protocol document, or consent document) or product labeling (package insert		Change name of AdverseEvent.expected/unexpected				Added as AdverseResult.expectedIndicator		BL		235






