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Meeting Minutes


	Date, Time & Location:
	December 16, 2005 from 3:00 PM to 5:00 PM EST
Teleconference


Attendees:
	Sue Dubman, NCICB
	Support team:

	Brenda Duggan, NCICB
	Patrice Clark, Booz Allen

	Mary Jo Deering, NCICB
	Greg Ferrante, Booz Allen

	Betsy Fallen, Merck
	Mitch Hadley, SIG

	Norman Goldfarb, First Clinical Research
	Hilary Jones, Booz Allen

	Kamal Narang, CTIS
	Angelo Merola, SIG

	Frank Newby, CDISC
	Guy Tallent, SIG

	Wendy Patterson, NCI
	Kevin Vigilante, Booz Allen

	Diane Paul, Patient Advocate
	

	George Redmond, CTEP
	

	Bill Rosen, Pfizer
	

	Tom Scarnecchia, MPI
	

	John Speakman, Memorial Sloan Kettering
	


Meeting Materials Distributed:

	· Draft CRIX Business Plan (December 13, 2005)
· Draft Firebird Business Case (December 13, 2005)
· CRIX SC Business Plan and Business Case Review.ppt (December 15, 2005)
· Action Plan: Moving CRIX and Firebird Forward (Centra)


	Agenda Topic
	Summary of Discussion

	CRIX NCICB Leadership Transition
	Sue Dubman relayed the recent announcement that she would be leaving NCI at the end of the year to relocate to the San Francisco area. She discussed the impact of her transition from leading the CRIX initiative at NCICB.  

· Brenda Duggan, Christo Andonyadis and Steven Liu will be taking over the leadership for the initiative for NCI.
· No slowdown in progress is expected; the CRIX initiative has the full backing of NCICB and will continue to move forward.
· In addition, several meetings have taken place with FDA over the last several weeks, and all indicate that there is support for industry using Firebird.
· More details on the transition plan will be released in January from Dr. Ken Beutow.

	Draft CRIX Business Plan Review
	Guy Tallent and Angelo Merola reviewed the draft of the Business Plan, and gathered comments from the group.  Patrice Clark captured the group’s suggestions within the Word document, using Comments.
· The CRIX Business Plan with comments document is attached.
· Steering Committee members should continue to review the draft Business Plan and forward comments or recommended changes to Booz Allen. [Action Item 12162005-01]
· Robert Catalano will provide data on the subdivision of commercial versus investigator or academic INDs. [Action Item 12162005-02]

· Norm Goldfarb will provide updated data on number of submissions and drug approvals. [Action Item 12162005-03]

	Draft Firebird Business Case Review
	Hilary Jones and Greg Ferrante reviewed the draft of the Business Case, and gathered comments from the group. Patrice Clark captured the group’s suggestions within the Word document, using Comments.
· The Firebird Business Case with comments document is attached.  
· Steering Committee members should continue to review the draft Business Case and forward comments or recommended changes to Booz Allen. [Action Item 12162005-04]
· Frank Newby will contact Ken Getz to obtain updated data related to data collection, processing/handling, conversion, regulatory submission, and archiving. [Action Item 12162005-05]
· Kamal Narang will provide an updated CONOPS diagram for Firebird. [Action Item 12162005-06]

· Guy Tallent will provide the data from the SEBIX Business Plan related to costs for completing 1572s. [Action Item 12162005-07] 

	Planning for Next Steering Committee Face-to-Face
	Patrice Clark solicited volunteers from industry on the East Coast to host the next Face-to-Face meeting, and reviewed the approach for the meeting:

· The meeting will be held during the second week of February, either on Monday, February 13th or Tuesday, February 14th. 
· Industry representatives will look into the availability of facilities and notify Booz Allen if they are available to host the meeting. [Action Item 12162005-08]
· The meeting will focus on two tracks: (1) requirements setting and (2) operational focus

· Morning session (includes FDA): Firebird Stakeholder discussion; Firebird hands-on Demo; Janus Operating Model Discussion

· Afternoon session (operationally focused): Review of CRIX Business Plan; Review of Firebird Business Case; Discussion of 3rd Party Requirements for Hosting Firebird

	Next Steps
	Patrice Clark reviewed the deck that describes an Action Plan for CRIX and Firebird, based on the outcomes of the last Face-to-Face meeting in November. Activities will focus on: 

· Communicating FDA’s support for CRIX and Firebird throughout industry
· Promoting CRIX and Firebird throughout industry
· Developing more specificity in decision-making processes and timelines in order to facilitate industry’s willingness to invest in CRIX and Firebird



ATTACHMENT A: AGENDA
Teleconference Number 1-866-782-9113; Pass code: 7320083#
Centra Web cast: To attend the meeting, use this link:
http://prod1.centra.com/GA/main/0000003c35fd000001080e41aac69505

Attendees may also enter the event by going to the URL below, and entering the event ID.
URL: http://prod1.centra.com/main/Customers/ncicb
Event ID: LPL520806
Event Password: CRIX1216
	Time
	Topic
	Discussion Leaders

	3:00 PM – 3:15 PM
	CRIX NCICB Leadership Transition
	Sue Dubman

	3:15 PM – 3:30 PM
	Planning for next Steering Committee Face-to-Face: schedule and agenda
	Patrice Clark

	3:30 PM – 4:15 PM
	CRIX Business Plan Review
	Guy Tallent /Angelo Merola

	4:15 PM – 5:00 PM


	Firebird Business Case Review
	Hilary Jones /Greg Ferrante

	5:00 PM
	Wrap-up
	All
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