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Janus Change Control Board (CCB) Charter

Acting Chair:  Wayne Kubick
Alternate Chair: Christo Andonyadis
Role:  
a. Describe the Janus vision and communicate to potential stakeholders 
b. Provide a forum where the interests of stakeholders can be accommodated by reviewing and approving proposed changes to the Janus logical reference model and ensure they are implemented in the model
c. Ensure the Janus model is harmonized with the BRIDG Model
d. Define processes for ongoing management of the Janus logical model and for recommendations on how Janus may be used. 
Stakeholder Participants:

· FDA:  Jonathan Levine, Bobbie Witczak, Norman Stockbridge (Alternate), Weida Tong (Alternate)
· NCI:  Christo Andonyadis, John Speakman 
· CDISC/BRIDG:  Julie Evans, Frank Newby (Alternate)
· Industry Representatives: 

· Joyce Hernandez (Implementer, Merck), Dan Wolf (Alternate)

· William Friggle (PhRMA, Sanofi-Aventis), TBD (Alternate)
· Subject Matter Experts:
· Wayne Kubick (Lincoln Technologies), Sally Cassells (Alternate)
· Jason Rock (Global Submit)
· Douglas Del Prete (IBM), Olivia Li (Alternate) 

Process:

A quorum consists of at least one representative from each of the primary participant stakeholders (FDA, NCI, CDISC, Industry, Subject Matter Experts) plus the chair or alternate chair.  Additional participants may be added over time as the project evolves. Each primary stakeholder (non-alternate) representative has one vote on all matters within the project charter. Alternates may be selected for individual members representing an organization if approved in advance by the CCB, based upon a commitment to attend at least 75% of meetings.  Members and alternates who miss 3 meetings in a row will be asked to step down.  At any time, member organizations may replace representatives with qualified substitutes as determined by that organization if approved by the CCB in advance.  
CCB decisions are approved by a simple majority of all designated voting members.  In cases when a decision with a potential impact on the FDA was not supported by an FDA designated voting member, the decision will be subject to the agreement of the FDA Data Council.
Website:
Information related to the Janus CCB is maintained at the following GForge site:  

http://gforge.nci.nih.gov/docman/?group_id=142 
Teleconference Schedule:  Once per month at 1pm Eastern time, the last Friday of each month.  Additional special meetings may be scheduled as needed.
Face to Face meetings:  1-2 times per year.
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