Concurrent Workshops – CRIX Exec Meeting, June 30, 2005
To help understand requirements for the NCI/FDA pilot implementation of Janus by CRIX participants, including data submission, data validation, data access, data mining, analysis and reporting, as well as to begin to understand the value proposition for Janus in the  CRIX context. 
Functional Requirements Workshop

Suggested participants: CRIX Planning Subcommittee
NCI Leader: Brenda Duggan
Objective: Discuss key questions and capabilities Janus system should support (e.g. data validation, data submission, data analysis, data mining, reporting, etc.)
Topics:
1:45 – 2:15 
Identify Roles 
· Identify categories of users (e.g., researcher, reviewer, data management, etc.)
· Identify roles within categories of users

· Agree on priority roles for use cases

2:15 – 2:30 
Review Example Process Flow Diagram and Use Case Document

2:30 – 3:15
Discuss Data Workflow 
· Discuss types of data (protocols, clinical, tissue, pathology, biomarkers, etc.)

· Whiteboard process flow diagram for data submission and access 
3:15 – 3:45
Identify Data View and Permissions for Each Role 
· Raw data within as study/ across studies
· Summary information within / across studies

· Data accessed in queries for review / for analysis

· Reports – content for ad-hoc and precanned reports; sample reports

3:45 – 4:30
Use cases

· Identify and prioritize types of use cases

· Detail basic course of action
Business Requirements Workshop

Suggested participants: CRIX Business Models Subcommittee 

NCI Leader:  Sue Dubman

Objective: to discuss intellectual capital, liability, and legal business issues relating to Janus implementation regarding

Topics:

1:45-2:15 
Meeting Regulations (FDA Title 21, HIPAA, etc.)

· Auditing and journaling requirements – who, what, when, why; before and after images, etc.

· Security - Ability to reference prior identity management, authorization, role-based security, encryption, etc.

2:15 – 3:00 
Protection of Intellectual Property

3:00 – 3:45
Reducing Liability (e.g., protecting patient privacy)

3:45 – 4:30
Data Sharing and Collaboration (e.g., between sites, between organizations)

Design Requirements Workshop 

Suggested participants: CRIX Standards Subcommittee 
NCI Leader: Christo Andonyadis

Objective: to focus on technical/infrastructure requirements for CRIX/Janus

Topics:

1:45 – 2:30 PM
Review caBIG Compatibility Requirements (architecture, vocabulary and metadata elements)  - Peter Covitz, NCI, to lead discussion
2:30 – 4:00 PM
Review of BRIDG Model and caBIO/CT Reference Implementation – Smita Hastak, NCI/Scenpro, to lead discussion
4:00 – 4:30 PM
Define Teams and Processes to Fill Out the BRIDG Model and Extend caBIO/CT for Janus

