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	Project Id

Laboratory Result-based Adverse Event Assessment

Messaging Specification

	Project Sponsor:
	RCRIM Technical Committee

	Responsible Party:
	RCRIM

	Technical Committee:
	RCRIM

	Project Leader / Manager:

Project Co-Leader / Manager: 
	Phil Pochon

Jennifer Neat (City of Hope)

	HL7 Facilitator:
	Abdul-Malik Shakir


1.0 Revision History

	File Name
	ProjectCharter_LabResultBasedAEAssmt.doc

	Version
	Date
	Author
	Description

	0.1
	06/06/2007
	JL Neat
	Initial draft

	0.2
	06/19/2007
	JL Neat
	Updated draft

	0.3
	06/19/2007
	JL Neat
	Internal review, City of Hope

	0.4
	6/20/2007
	JL Neat
	Review with Phil Pochon

	0.5
	6/29/2007
	JL Neat
	Review with RCRIM TC

· Update Scope Inclusions

	0.6
	7/07/2007
	JL Neat
	Review with Project working group

· Update Scope Inclusions

· Update Scope Exclusions

	0.7
	8/01/2007
	JL Neat
	· Added Figure 1 – Sec 3.0

· Update Project Plan/Schedule – Sec 8.1


2.0 Project Overview / Description

2.1 Strategic Fit

2.1.1 HL7 Strategic Imperative

This project supports HL7’s mission to create standards for the exchange, management and integration of electronic healthcare information.  It is directly linked to the HL7 Strategic objective to collaborate with healthcare information technology users to ensure that HL7 standards meet real-world requirements, and that appropriate standards development efforts are initiated by HL7 to meet emergent requirements

2.1.2 Project Mandate

The mandate of this project is to establish an HL7 v3 messaging draft standard for trial use to facilitate transmission of initial laboratory result-based (lab-based) adverse event (AE) assessment information between an automated lab-based quantitative AE detection and grading service and a system within the local clinical research environment, such as a Clinical Trials Management System (CTMS) or a Clinical Information System (CIS).    

2.2 Completion and Success Criteria:

2.2.1 We have reached completion when:
Project completion will be indicated when the following criteria have been met:

· Project deliverables have been vetted with and approved by subject matter experts in the adverse event domain

· Project risks have been mitigated or the contingency action has been implemented

· Negative ballots have been reconciled

2.2.2 We have achieved success when:

The project will be considered successful when a messaging specification appropriate for transmitting initial lab-based AE assessment information has been approved as a draft standard for trial use. 

2.2.3 Who gets to vote on completion and success?

The RCRIM Technical Committee as the sponsoring committee for this project is solely responsible for evaluating the completion and success of this project.

3.0 Project Scope

This section specifies the included and excluded activities for this project.  Figure 1 presents an activity diagram depicting a high-level view of the life cycle of a lab-based quantitative adverse event and identifies the boundaries of this project.

3.1 Scope Inclusions

The scope of this project includes:

· Developing specifications to support messaging requirements for initial lab-based AE assessment information, resulting from the automated detection and grading of laboratory test results subject to quantitative AE assessment.

· Defining the initial message structure and its content. The message content represents a first-level of lab-based quantitative AE assessment only and does not support the findings of the subsequent AE investigation conducted within the local clinical research environment to determine, in part, reporting requirements established by entities such as the protocol sponsor, the oversight committee, and/or regulatory agency.

· Defining the system interaction(s)/message exchange. The messaging interaction is intended to only facilitate communication between an automated lab-based quantitative AE detection and grading service and a system within the local research environment such as a CTMS or CIS.

· Evaluating the CT Laboratory Message DSTU (PORT_RM030001) and the ICSR Message to determine the appropriate structure for the lab-based quantitative AE assessment messaging specifications.
· Registering the Common Terminology Criteria for Adverse Events (CTCAE v3) as a code system.

· Producing an Implementation Guide for the lab-based quantitative AE assessment CMET
3.2 Scope Exclusions


The scope of this project does not include:
· Developing messaging specifications for AE assessment information pertaining to observations other than laboratory test results subject to quantitative AE assessment.

· Developing messaging specifications to support the investigative findings conducted in response to the initial lab-based quantitative AE assessment. 

· Developing specifications to support message exchange between a lab-based quantitative AE detection and grading service and any such entity as a protocol sponsor, oversight committee or regulatory agency.

· Developing specifications for inclusion of a lab-based quantitative AE assessment CMET in message structures other than the CT Lab Message.  

Figure 1: Life Cycle of Lab-based Quantitative Adverse Event
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4.0 Project Goals, Objectives and Deliverables

	Goals
	Objectives
	Deliverables
	Measure of Deliverable Completion

	Adopt or define an appropriate message for transporting data about initial lab-based quantitative AE assessments
	Document the specifications for transporting the initial assessment data between a lab-based quantitative AE grading service and a CIS or CTMS
	Storyboard
	Vetted with and approved by AE subject matter experts

	
	
	Activity Diagram
	

	
	
	Domain analysis model
	

	
	
	Business Rules
	

	Harmonize domain analysis model with BRIDG
	Adopt existing concepts and/or contribute new concepts specific to laboratory test result and quantitative AE data.
	Harmonized domain analysis model
	Consensus among AE domain experts contributing to/participating in harmonization efforts across domain analysis models.

	
	
	Harmonized domain glossary
	

	Define a CMET for data about initial lab-based quantitative AE assessments
	Produce a design specification that could be an optional structure within an existing message structure
	RMIM
	Vetted with and approved by subject matter experts in the AE and clinical laboratory domains, as well as with the RCRIM technical committee. 

	
	
	HMD
	

	
	
	Implementation Guide
	


5.0  Project Stakeholders, Participants and Resources

5.1 Leadership Team

Project Sponsor – RCRIM Technical Committee

Responsible Party - RCRIM
Technical Committee – RCRIM
HL7 Facilitator – Abdul-Malik Shakir

Project Leader / Manager – Phil Pochon

Project Co-Leader, City of Hope (COH) – Jennifer Neat

Beneficiaries – entities needing to communicate data about observation assessments

Project Steering Committee – NA

5.2 Active Participants & Required Resources

	Team Member
	Role
	Focus Area

	Phil Pochon (PP)
	Project leader
	CT laboratory data

	Abdul-Malik Shakir (AMS)
	V3.0 methodology facilitator
	Design

	Joyce C Niland (JCN)
	Subject matter expert
	Analysis

	Hemant Shah (HS)
	Subject matter expert
	Analysis & Design

	Susan Pannoni (SP)
	Subject matter expert
	Analysis

	Russ Sarbora (RS)
	Subject matter expert
	Design

	Jack Lee (JL)
	Subject matter expert
	Design

	Jennifer L Neat (JLN)
	Subject matter expert;

Project Co-leader, COH
	Analysis


6.0 Project Assumptions and Constraints

6.1 Project Assumptions

· The existing CT Laboratory Message could meet the needs of this project with minimal modification.

· The CMET defined within this project will be applicable to clinical observations other than laboratory.

· No CMET exists as part of the ICSR Message or within the Orders and Observations Domain or the Care Provision Domain that meets this project’s needs. The scope of this project, however, includes soliciting participation of members in these domains and evaluating the ICSR Message to validate this assumption.

6.2 Project Constraints
· This project will not impede the progress of the CT Laboratory Message in transitioning from DSTU to normative status.

7.0 Project Risks 

7.1 Project Risks

	Risk Factor Description
	Probability of Occurrence (H/M/L)
	Severity of Impact (H/M/L)
	Risk Strategy/Mitigation Plan
	Contingency Action
	Anticipated Start – End Date

	BRIDG harmonization schedule
	M
	H
	Frequent communication with BRIDG 
	Derive domain analysis model from BRIDG
	June 2007

August 2007

	Scope of the project expanding to exceed the expertise and resources of the project participants
	L
	M
	Require that any scope increment request be accompanied by adequate resources
	Implement the project in phases
	June 2007

March 2008


8.0 Preliminary Project Plan 

The project plan and schedule for the Laboratory Result-based Adverse Event Assessment project will be developed and managed using a Gantt Chart.  Section 8.1 provides a high-level summary of the initial project plan.

8.1 Project Plan/Schedule

	Phase, Major Deliverable, Activity or Milestone
	Responsible
	Start Date
	End Date

	(
	Create Project Charter
	Team
	June 2007
	June 29, 2007

	(
	Create storyboard 
	JL Neat, JL, AMS
	June 2007
	June 29, 2007

	
	Create BRIDG-derived domain analysis model
	Analysis Team
	June 2007
	August 2007

	(
	Evaluate the ICSR RMIM and SDTM model to determine the appropriate structure for the lab-based quantitative AE assessment messaging specification
	Analysis Team
	June 2007
	July 2007

	(
	Define a CMET for lab-based quantitative AE assessment
	Design Team
	July 2007
	July 2007

	(
	Modify the CT Lab Message
	Design Team
	Aug 2007
	Aug 2007

	
	Solicit participation of members from the Orders and Observations domain and the Care Provision domain
	JL Neat
	August 2007
	August 2007

	
	Register the CTCAE v3 as a code system
	Design Team
	August 2007
	August 2007

	
	Project Update to RCRIM TC
	Team
	Aug 7, 2007
	Aug 7, 2007

	
	Review proposed CT Lab Message changes to the Laboratory Results for Clinical Trials group
	Team
	August 14, 2007
	August 14, 2007

	
	Submit proposed messaging specification to RCRIM TC 
	Design Team
	Sept 4, 2007 (telecom)
	Sept 15-21 2007 (WGM)

	
	Obtain RCRIM approval to go to ballot
	Team
	Sept 15, 2007
	Sept 21, 2007

	
	BRIDG Harmonization
	Analysis Team
	October 2007
	November 2007

	
	Announce Intent to Ballot (deadline is Oct 28)
	Team / RCRIM
	Oct 28, 2007
	Oct 28, 2007

	
	Prepare and submit ballot material (work with Publishing Committee) for Jan 2008 ballot
	Team
	Nov 1, 2007
	Nov 25, 2007

	
	Ballot reconciliation
	RCRIM
	Jan 17, 2008
	Jan 22, 2008

	
	Create Implementation Guide
	Team
	January 2008
	January 2008


9.0 Inter-Project Dependencies

Inputs Required: This project requires deliverables from other projects as specified below. 

	Area or Predecessor Project
	Deliverables Needed as Input
	Date Required

	BRIDG
	Harmonized BRIDG Model v1.0
	June 15, 2007

	
	
	


Outputs to be supplied: This project has a responsibility to provide deliverables to other projects as specified below.

	Area or Successor Project
	Deliverables Supplied to Successor
	Date Required

	BRIDG
	Domain Analysis Model
	August 2007

	
	
	


10.0 Charter Acceptance/ Approvals

The following approvals indicate acceptance of the project charter.

	Date
	Status
	Change Approved
	Approval Body
	Reference to Decision
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