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	Date, Time & Location:
	November 15, 2005 from 9:00 AM to 3:00 PM EST
Booz Allen Hamilton, 1101 Wootton Parkway, Rockville, MD


Attendees:
	Sue Dubman, NCICB (call-in)
	John Speakman, Memorial Sloan Kettering

	Christo Andonyadis, NCICB (call-in)
	Kamal Narang, CTIS

	Alice McNeil, Pfizer
	Tim Bishop, IBM

	Brenda Duggan, NCICB
	Joyce Niland, COH (call-in)

	Sharon Elcombe, Mayo Clinic
	Frank Newby, CDISC

	Betsy Fallen, Merck
	Ann Tompkins, DCP

	Norman Goldfarb, First Clinical Research
	

	Donna Marinucci, ECOG (call-in)
	Support team:

	Beverly Meadows, DCP
	Patrice Clark, Booz Allen

	David Christie, Amgen
	Greg Ferrante, Booz Allen

	Diane Paul, Patient Advocate
	Mitch Hadley, SIG

	George Redmond, CTEP
	Al Hogan, Booz Allen

	Bill Rosen, Pfizer
	Hilary Jones, Booz Allen

	Mike Montello, CTEP
	Angelo Merola, SIG

	Bill Tulskie, IBM
	Guy Tallent, SIG

	Lana Massung, IBM
	Kevin Vigilante, Booz Allen

	Joanne White, J&J
	Nikeisha Henry, ESI


Meeting Materials Distributed:

	· CRIX Face-to-Face Briefing (November 15, 2005)
· CRIX Steering Committee Agenda (November 10, 2005)


	Agenda Topic
	Summary of Discussion

	Update on CRIX Initiatives/IBM Janus Demonstration
	Tim Bishop and Bill Tulskie of IBM presented a briefing (attached) to update the Steering Committee on the Janus clinical trials data warehouse pilot.

· A demonstration of the pilot product followed, with examples shown of functionality in support of several use cases: Patient enrollment, Patient retention, and Safety information. [Action Item 11152005-01] Provide an opportunity for those who participated in the meeting via phone to view a Janus demonstration at a later date. 
· The demonstration also included examples of the Data Discovery and Query Builder, which provides an ad-hoc query capability for the product. The IBM presenters emphasized that in the realm of efficacy, canned queries are difficult to define, and flexibility in producing ad hoc reports is a necessity.
· Questions from meeting participants focused on the need to link information on clinical trials among applications and data repositories, and the importance of leveraging caCORE/caBIG vocabulary repository and toolkits to ensure various data elements are harmonized.

	CRIX Governance Workstream Update
	Angelo Merola presented an update on the activities of the CRIX Governance Workstream.  
· The proposed Non-Stock, Non-Profit Company includes the following key elements:

· Board of Directors
· Advisory Board
· Functional Organization
· Representation for the Board of Directors and Advisory Board was discussed, along with terms and limits for membership.
· In response to John Speakman’s question on the difference between academic and non-academic research stakeholders, Guy Tallent commented that the intent of the membership is to provide representative governance, to ensure all stakeholder views are reflected.  There may not be a need to differentiate between academic and non-academic research, as long as the perspectives of all groups are represented. 

· Diane Paul requested that the Advisory Group membership be updated to include Patient Advocacy representation.

	Firebird Workstream Update
	Patrice Clark presented a briefing to review the progress of the Firebird Workstream. 
· The briefing reviewed the following topics:

· Firebird development status and plan

· Cost model, including expense categories and fixed vs. variable costs

· Market segmentation and Firebird adoption scenarios, based on total annual number of 1572 submissions

· Pricing strategies for Firebird
· The group discussed the criticality of FDA’s support of Firebird, in the form of revised regulations and/or guidance to industry. Ideally, FDA would require 1572s to be submitted via Firebird, but the group recognized that it may not be possible to require it if there’s a cost involved. At a minimum, the participants agreed that in order for Firebird to be adopted by industry, they would need to allow 1572s to be transmitted by Firebird without requiring paper copies to be maintained at the same time. Specifically, industry would need to pass a Division of Scientific Investigations (DSI) Audit without maintaining paper copies of the 1572s.
· Members of the group emphasized the importance of FDA’s participation in Firebird planning and development, so that their support is visible to industry. [Action Item 11152005-02] Booz Allen will work with NCI to coordinate a meeting with FDA representatives.
· FDA needs to support the use of Firebird by individual investigators, as well as pharmaceutical companies and research organizations.
· The group asked whether a list of Firebird functionality was available for distribution. Kamal Narang commented that it was included in the survey that was sent out to industry representatives. [Action Item 111505-03] The list of Firebird functionality will be forwarded to all members of the Steering Committee. 
· During a discussion on various stakeholders’ ‘willingness to pay’ for the use of Firebird, a comment was made that academic research organizations would likely not be willing to pay to use the system for submitting 1572s, although they may pay to mine the data. 

	CRIX Operating Strategies 
	Guy Tallent provided an introduction to the Operating Strategies workshop session. He reviewed two representative operating strategies: ‘Full Business’ and ‘Incremental’, and described the FTE counts and costs associated with each, along with assumptions related to both models, and the impact of adoption scenarios on the ‘unit cost’ per 1572.

	CRIX Operating Strategies Workshop
	Summary and discussion points from the two workshop sessions are included in the attached briefing: Full and Incremental Business Discussion.ppt

	Firebird Pricing Model
	Greg Ferrante presented an overview of pricing strategy principles, and reviewed options for pricing that may be appropriate for the Firebird product, including Licensing, Subscription or Transaction Fees. He outlined several discount strategies as incentives to encourage adoption of Firebird.

	Firebird Marketing and Adoption Pricing Workshop
	Kevin Vigilante facilitated the discussion regarding strategies for marketing Firebird.
· In response to a question regarding the required rate of return for Firebird, the group outlined the objectives for the product: increase adoption among users and expand the functionality of the system while remaining financially solvent.

· The group discussed the timing for becoming self-sustaining; i.e., the point at which investors or key stakeholders are no longer expected to provide start-up capital for the project. The consensus was that industry would likely tolerate one or two years of investment, but beyond 3 years may not be acceptable. 
· Participants commented that Firebird would be a ‘boom or a bust’ – and that we’d know within one year of release whether industry would embrace the product and be willing to support it.

· The group emphasized that industry’s willingness to pay for Firebird depends entirely on its functionality and impact on processing. If the product does not improve the work processes with regulatory agencies, Firebird may not be used even if it’s free of charge.

· Some participants noted that capital dollars may be easier to obtain than expense dollars, although not all agreed on this point; all concurred that it’s important to provide a concrete number up front.

· Numerous variations on pricing models were discussed, including payment based on volume (cell phone ‘minutes’ model), an upfront investment with a variable cost (a utility model), and a model that takes into account the duration and number of subjects in a study.  [Action Item 11152005-04] Look into MedDRA pricing as a potential model to imitate for Firebird.
· The group reiterated the importance of engaging the individual investigators as customers; that participation from investigators may be key to the CROs and small to medium sized organizations adopting Firebird.

· When discussing the value proposition for Firebird, participants commented that many of the benefits may be difficult to quantify, but are still important to articulate. [Action Item 11152005-05] A suggestion was made to develop a spreadsheet tool to ask potential customers to cite the amount of time that each activity related to Firebird functionality takes in the current, manual process, and translate that to a dollar value.  This spreadsheet could be used as a sales tool, to show potential customers that the cost to use Firebird is less than they are currently paying for the manual process.
· [Action Item 11152005-06] Develop a communication plan for Firebird. The group discussed developing a ‘canned presentation’ for Firebird, and scheduling presentations for industry meetings such as DIA, RAPS, and Pharma. In addition, suggestions were made to submit articles to publications such as Applied Clinical Trials, ACT and the DIA newsletter.
· [Action Item 11152005-07] Invite an individual investigator to participate in the Steering Committee.


	Next Steps
	· The next Steering Committee meeting will be a teleconference on December 16, from 3 p.m. to 5 p.m.

· Workstream meetings will take place bi-weekly as the CRIX Business Plan and Firebird Business Case are completed.
· The next Face to Face meeting is planned for January 18, to take place before or after the CTMS Workspace meeting, in Raleigh, NC. 


ATTACHMENT A: AGENDA
Location: 1101 Wootton Parkway

8th Floor, Room 8100

Rockville, MD 20852
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/000001a631cc000001076cc05b5a88b1
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: LQP713748

Event Password: CRIX1115

Meeting Host: Sue Dubman

Attendees:  
	Sue Dubman, NCICB
	John Speakman, Memorial Sloan Kettering

	Christo Andonyadis, NCICB
	Kamal Narang, CTIS

	Alice McNeil, Pfizer
	Tim Bishop, IBM

	Brenda Duggan, NCICB
	Joyce Niland, COH (call-in)

	Sharon Elcombe, Mayo Clinic
	Frank Newby, CDISC

	Betsy Fallen, Merck
	Ann Tompkins, DCP

	Norman Goldfarb, First Clinical Research
	

	Donna Marinucci, ECOG (call-in)
	

	Beverly Meadows, DCP
	Support team:

	David Christie, Amgen
	Patrice Clark, Booz Allen

	Diane Paul, Patient Advocate
	Greg Ferrante, Booz Allen

	George Redmond, CTEP
	Mitch Hadley, SIG

	Bill Rosen, Pfizer
	Al Hogan, Booz Allen

	Wendy Patterson, NCICB
	Hilary Jones, Booz Allen

	Mike Montello, CTEP
	Angelo Merola, SIG

	Bill Tulskie, IBM
	Guy Tallent, SIG

	Lana Massung, IBM
	Kevin Vigilante, Booz Allen

	Joanne White, J&J
	Nikeisha Henry, ESI


	8:30 AM – 9:00 AM
	Sign-in/ Light breakfast
	

	9:00 AM – 9:10 AM
	Welcome and Introductions
	Sue Dubman

	9:10 AM – 9:55 AM
	Update from Sue Dubman /IBM Janus Presentation
	Sue Dubman, Brenda Duggan

Lana Massung

	9:55 AM – 10: 35 AM
	Work Stream Briefings
	CRIX -  Betsy Fallen

Firebird – Patrice Clark

	10:35 AM – 11:00 AM


	CRIX Operating Strategies
Full versus Incremental
	Guy Tallent

	11:00 AM – 1:00 PM
(includes lunch; lunch arrives at 12:00)
	Workshop #1 – Implementation Approach Firebird Operations
(break into 2 groups)
	Group 1 Facilitator Kevin Vigilante

Group 2 Facilitator Guy Tallent

	1:00 PM – 1:45 PM
	Workshop #1 Brief Out Presentations
	Group Designees

	1:45 PM – 2:10 PM
	Firebird Pricing Model Introduction
	Greg Ferrante

	2:10 PM – 2:55 PM
	Workshop #2: Marketing, Adoption Pricing, (Group as a whole)
	Kevin Vigilante

	2:55 PM – 3:00 PM
	Wrap-up/ Next Steps
	Sue Dubman/ Patrice Clark
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