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Workshop Overview

The purpose of the February caBIG Tissue Bank and Pathology Tools Workshop was to discuss overall caBIG program objectives and initiate caBIG Tissue and Pathology Tools Working Group discussions.  The main goal of the Tissue and Pathology Tools Working Group is to provide for the implementation and integration of tissue bank and pathology tools and infrastructure components that will facilitate information sharing.  The end result will be a more effective mechanism for researchers to locate and analyze tissue specimens for use in cancer trials based on tissue, clinical, and genomic characteristics.  Working towards this goal, the Workshop focused on identifying the high level functional requirements, prioritizing these requirements, and determining requirements for ensuring caBIG interoperability.  Once the requirements were identified and prioritized, the Working Group discussed the scope of the effort, key milestones, and proposed a phased implementation approach that can form the basis for a formalized Project Charter.  The workshop also addressed organizational details, inter- and intra- caBIG working group communication, and communication vehicles.

The Workshop was attended by a variety of Working Group Developers, Adopters, NCICB Representatives, and other identified members.  Both Developers and Adopters were given the opportunity to present their technologies, capabilities, and needs.  The following Developer organizations presented tissue and pathology related technologies that may be leveraged by the research community.  Additionally, the NCICB also discussed applicable technologies.

Washington University – Presented a Virtual Genomic Sample Repository (VGSR) for registering human specimens linked to genomic data generated from clinical studies.

University of Pittsburgh – Presented Organ-Specific Databases (OSD), associated specimen tracking systems, and de-identification tools.

NCICB – Presented the cancer Image (caIMAGE) portal for potential use in hosting histology based images and integrating with existing tissue and pathology tools.

Adopters including Northwestern University, University of North Carolina, Noris Cotton-Dartmouth, University of Pennsylvania, and Kimmel-Thomas Jefferson University also discussed their capabilities and requirements.  UC Irvine was not in attendance.  The Working Group was also represented by other NIH domain experts and patient advocates.

High Level Functional Requirements

Based on Working Group discussions regarding the needs of the research community, the Working Group identified high level functional requirements and prepared a draft prioritization matrix (Refer to Tissue Banks and Pathology Tools Workspace Prioritization Matrix for additional details).  Below is a brief digest of these requirements and the assigned priority for each high level requirement.  Priorities were assigned based on a scale of one (1) to five (5) with one (1) being of significant importance.  

· Policy/Program Related


· IRB Privacy Board Guidance (Priority 1) 

· Support/Training/Documentation (Priority 1) 

· Access and Material Transfer Policies (Priority 4)

· General System Requirements (All Priority 1)

· Common Data Elements (CDEs) and Terminology

· Modularized and Web Accessible Software Tools

· Software Development Toolkits (SDKs) and APIs

· Interface Specifications

· Data Mapping Tools

· Transaction Auditing

· System Backup/Recovery

· Data Storage

· Security

· Quality Control

· Quality of the Sample (Priority 1)

· CDEs and Quality Indicators (Priority 1)

· Data Validation (Priority 4)

· User Survey (Priority 3)

· Tissue Resource System

· Specimen Tracking (Priority 1)

· Includes Investigator, Tissue Source, and Shipping Information

· Tissue Processing (Priority 1)

· Inter-site Communication (Priority 1)

· Multi-Dimensional Specimen Annotation (Priority 3)

· Support for Billing Information (Priority 4)

· Support for Tissue Imaging (Priority 4)

· Pathology Tools

· UMLS Coding of Free Text (Priority  2)

· De-identification Tools (Priority 2)

· Image Analysis/Whole Slide Imaging (Priority 5)

· Pathway Histological Analysis (Priority 5)

· Common Data Elements (CDEs) (All Priority 1)
· Leverage existing CDE Sources (e.g. WHO, SPORES, EDRN, etc.)

· Identify Minimal Required Information (Subset of CDEs)

· Register and Maintain CDEs

· Object Model based on CDEs

· CDE Translator

· Patient/Clinical/Population Information

· De-Identification/Re-identification Services (Priority 1)

· Clinical Data Capture (Priority 2)

· HL7 Interface Modules (Priority 3)

· Interfaces to Existing Clinical Systems (Priority 3)

· Cancer Registry Information (Priority 3)

· Laboratory Data Interfaces (Priority 3) 

· Epidemiology Exposure Data (Priority 3) 

· Sample Array Tools (All Priority 3)
· Tissue Arrays and Sample Microarrays

· Protein Arrays

· Micro-dissection Tools (All Priority 4)
· Micro-dissection Modules

· Micro-dissection Protocols and Images

From the above functional requirements, it was determined that to achieve caBIG operability requires:

· Shared Policies and Guidelines (e.g. IRB, Privacy Documents, Material Transfer Agreements, etc.)

· CDEs and common terminology

· Open Source Tools and Application Programming Interfaces (APIs)

· Shared and Accessible Data

· Support from other Working Groups (cross-cutting and domain specific)

· Training and Documentation

Project Planning

Upon completion of the prioritization matrix, the Working Group focused on identifying the scope of the effort, key milestones, and a phased implementation approach based on prioritized requirements.  Phases were identified for both Developers and Adopters.  Provided below are details of each Phase.  It is intended that details of each Phase will be provided in a finalized Project Charter.

· Developer Phase 1 (a):  For Centers Without Existing Systems or Inventory/Tracking Modules [0-6 Months]

· Identify Phase 1 CDEs (Leverage Existing Schemas and CDEs)

· Provide the Basic Framework

· Client/Presentation/Object/Data Layer

· Auditing

· De-Identification

· Provide Specimen Inventory/Tracking Module

· Includes Specimen Inventory/Tracking Object Module

· GOAL:  Open Source Specimen Inventory/Tracking System

· Developer Phase 1 (b):  For Center With Existing Systems or Databases [0-6 Months]

· XML Schema based on CDEs

· Provide Software Development Toolkits (SDKs)

· XML Message Builder/Parser

· APIs

· Provide Data Mapping Tool

· Provide Support for Web Services and/or Messaging 

· GOAL:  Query across caBIG Nodes

· Developer Phase 2:  Additional Annotations [6-12 Months]

· Provide Additional Genomic Annotations

· Provide Additional Clinical Annotations including Demographics

· Provide Additional Annotations associated with Procedures

· GOAL:  Support Advanced Queries based on Additional Annotations

· Developer Phase 3:  Other Components

· Provide Ordering/Distribution Module

· Provide Clinical Trials Interface (Leverage HL7)

· Identify other Modules

· GOAL:  Integration with Existing Systems
· Adopter Phase 1:  Data Sharing [0-6 Months]

· Share Available Database Schemas

· Encode caBIG Data Sources Leveraging the UMLS Encoder

· Share Pathology Reports

· Connect to the SPIN network

· Work with Developers during Requirements Analysis and CDE Development

· GOAL:  Query across caBIG Tissue Nodes
· Adopter Phase 2: Workspace Validation [On-going]  

· Validate Developer Artifacts (Modules, APIs, etc.)

Communication Plan

During the Workshop, the Working Group discussed inter- and intra- project communication vehicles and frequencies for communication.  Below is an outline of the agreed upon plan for communication.

· Working Group Meetings

· All Working Group Meetings MUST have an Agenda and be Agenda Focused

· Bi-monthly Developer (and Adopter Pair) Meetings via tele/video conferences

· Bi-monthly Entire Working Group Meetings in the Initial Stages

· Quarterly Working Group Meetings in the First Year and Point-to-Point Meetings every two (2) months for the initial six (6) months

· Working Group Attendees

· Representatives from each Cross-Cutting Workspace and other Domain Workspaces should attend based on the Meeting Agenda

· The Working Group was Divided into Focused Sub-Groups

· CDE Sub-Group

· Clement McDonald

· Jack London

· John Gilbertson

· IP/Privacy/IRB Sub-Group

· William Grizzle

· Mark Watson

· PA Cancer Alliance

· Parker

· Rob Klein

· Vanderbilt and Fred Hutchinson EDRN Data Center should be invited to participate in the Working Group

· Working Group Communication Vehicles

· Threaded Discussions/Listserv

· Meeting Artifacts Available on the Web Site

· Web Site to Host Shared Software Modules

· Video Conferences with Access Grid that Stores Audio/Video

· Teleconferences

Next Steps

The Next Steps of the Working Group are to:

· Review caBIG Tissue Bank and Pathology Tools Working Group Documentation (e.g. Presentations, etc.)

· Formalize the Project Charter (Draft within two (2) Weeks)

· Share Database Schemas/Models

· Review Existing CDEs and Coordinate with the CDE Working Group
· Share IRB, Privacy, and Specimen Ordering Forms (Within one (1) – two (2) Months)
· Survey other Cancer Centers
· Invite Applicable Vendors





















