Consulting Management Committee

Minutes:  October 16, 2009
Attendees

   Members:
M. Aindow (Co-chair), J. Hepworth (Co-chair), I. Krisst, R. Rubin, and T. Van Hoof.

   Staff: 
S. Wetstone, E. Passan 

Guest:
Dr. X


The meeting was convened at 11:00 am

1. Dr. X submitted a consulting request to attend a meeting with Pharmaceutical Company Y at the FDA in Washington, DC. There were questions as to whether this would be considered a promotional activity.  He was invited to attend the CMC meeting and present a statement to help the committee understand this activity.  He described his involvement with the development of this drug since its inception, serving both as one of several consultants and as a PI of investigator initiated studies. He has also been on the FDA’s Advisory Committee since 1999.  As part of the drug development program, Pharmaceutical Company Y requested a meeting with the FDA’s Psychopharmacology Division for “Type C Guidance” and asked Dr. X to attend as a consultant.  The FDA also concurred that Dr. X be there to facilitate the discussion and answer questions.  He will not be making a formal presentation, but will help if necessary to facilitate the discussion and answer questions from both parties.  
After Dr. X left the meeting, the Committee discussed the request and agreed that this activity was not a ‘promotional presentation’ as defined in its previously approved Request for Action #9.  The committee recognized that Dr. X would not be making a formal presentation but instead would only be answering questions raised by the FDA or Pharmaceutical Company Y.  The Committee viewed this akin to providing expert testimony in a legal case.   Further, the Committee viewed the FDA as being more sophisticated than a typical audience in discerning if a fair and balanced presentation is being made.  

Dr. X’s long history of participation in the development of the drug in question was noted by the Committee.    The Board of Trustees has recognized the value of expert faculty consulting for the University and for society in general, and his objective participation in the drug development process addresses such goals.

The Committee unanimously recommended approval of this request to consult.  Its decision is specific to this one unique case.  Similar activities would have to be reviewed individually each on its own merit.

The Committee also requested that Dr. X be reminded of his obligation to clearly notify the FDA at the time of the meeting that he is attending the meeting as a paid consultant of Pharmaceutical Company Y.

2. The committee discussed changes to policy, procedure and request forms being driven by the latest audit findings, requests from Provost Nicholls and consulting office staff needs.  These changes will be presented to the Board of Trustees in January.  The Committee:
a. Recommended that section 5 b iii. re-emphasize the definition of normal work time.
b. Discussed the definition of sabbatical leave but tabled the discussion for more input from faculty groups and the Provost’s office.

c. Discussed the need for faculty to provide prior notification to their department heads of the dates and times that consulting activities will take place so long as such times take place during normal work time and are material in nature.   The definition of materiality needs to be refined but would include activities that take the faculty member out of his/her normal work site and should exclude short periods of time during the normal work week while at the normal work site.  
3. A.J. Pappanikou is resigning from CMC.  Suggestions for replacement should be made to President Hogan and Provost Nichols.

The committee adjourned at 12:00 pm.
Respectfully submitted by:

E. Passan
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