
The Rockefeller University Center for Clinical and Translational Science
Minutes of the Advisory Committee on Clinical and Translational Science (ACCTS)

January 3rd, 2007
Voting Members Present: R. Darnell (chair), E. Barbour, J. Blumenfeld, J. Breslow, E. Charles, B. Coller, M. Dhodapkar, E. Gotschlich, P. Holt, R. Kost, J. Krueger (ex‑officio), S. Magnotta, M. Markowitz, K. McClary, C. Münz, M. Neville, M. Offenhartz, C. Rice, S. Schlesinger, T. Solomon, K. Wittkowski 
Invited: J. Berger, D. Brassil, B. Kaiser, L. Londoñez
_______________________________________________________________________________
The meeting was called to order at 2:35 PM.

_______________________________________________________________________________
1. Minutes from the Dec. 6th, 2006 ACCTS meeting were reviewed and approved.


2. Scientific Review of New Protocols

a. Lisa Neff, MD  
Dietary Interventions for Insulin Resistance and the Metabolic Syndrome
[Reviewer: Prof. Jules Hirsch]

b. Edgar Charles, MD  
Characterization of Clonal B Cell Populations in HCV Infection

[Reviewer: Dr. Sarah Schlesinger]

3. Scientific Review of Ongoing Protocols

a. Martin Markowitz, MD
MMA-0531-0179 – 0531 – A Phase II Randomized, Controlled, Partially Blinded, 48-Week Trial to Investigate Dose-Response of TMC114/RTV in 3-Class-Experienced, PI-Experienced HIV-1 Infected Subjects

[Reviewer: Dr. Charles Edgar]
b. Elaine Fuchs, PhD
EFU-0529 – Gene Expression, Differentiation, and Hair Disorders in Human Skin (Protocols EFU-0472 and 0473 were combined into this one protocol)




[Reviewer: Dr. Madhav Dhodapkar]

c. James Krueger, MD
JKR-0424 – A Twelve-Week Study (2 week run-in, 8 weeks treatment, 2 weeks follow-up) to Evaluate the Pharmacodynamic Effects of Cyclosporine A in Patients with Moderate-to-Severe Psoriasis in Order to Develop New Methods to Study Inhibition of T-Cell Activation Through the IL-2 Receptor (Closed to patient accrual)





[Reviewer: Dr. Madhav Dhodapkar]

d. Robert Darnell, MD, PhD
RDA-0148 – Killer T Cell Activity in the Paraneoplastic Neurologic Syndromes





[Reviewer: Prof. Emil Gotschlich]


_______________________________________________________________________________

3. Reports of Director and Co-Director

Dr. Coller reported to the Committee that on December 15th the NIH visited the Center.  We presented an overview of the progress that has been made since we were awarded the CTSA.  The feedback from this site visit was very favorable.  While the response from the NIH was not completely comprehensive, the overall reaction to the work that has been accomplished in revising and expanding the scope of this Committee, our IT initiatives, and our pilot study program is very positive.

Dr. Coller informed the Committee that we have received official notice from New York State giving us the authority to grant a Master’s Degree.  


Dr. Coller discussed with the Committee the issue of communication, both internal and external.  Our current forms of communication lie in the bi-annual “UPDATE” newsletter and Dr. O’Sullivan’s weekly email.  Dr. Coller believes that it is necessary to utilize the external website to put out new information, such as our progress with the CTSA and updates from committees.  The minutes of certain meetings could be posted on the web as well.
Dr. Krueger commented that some subcommittee reports should not be reported publicly and that some restrictions should be considered in posting the minutes to meetings.  In response to this Dr. Coller suggested that subcommittee minutes would then be written with the knowledge that they would be made public.

Dr. Gotschlich posed the question, “Who are you communicating with?”  Dr. Coller stated that we hope to communicate with the faculty, mentors, principal investigators, and subcommittee members with the broader goal of connecting with the entire campus and outside community.  It is very important to show how the Center is progressing and moving forward.  Information such as announcing new staff and new services, as well as promoting our new degree granting capabilities and K-12 program is essential.
Bonnie Kaiser informed the Committee that Joseph Bonner, RU Director of Communications and Public Affairs has agreed to join the Inter-institutional Collaboration, Recruitment, and Community Engagement subcommittee.

Dr. Coller briefly discussed Dr. Zerhouni’s paper which discussed the 4 prongs of Community Outreach.
4.  Reports of Subcommittees

a) Oversight of Core Scientific Utilization [Jan Breslow and Christian Münz]

Dr. Breslow reported that the subcommittee met on December 13th.  The top three goals of the subcommittee are:
1. Immuno-monitoring – This is very important due to the number of vaccine studies here at the Center.  The idea of purchasing a Luminex profiler, which will cost approximately 50K was discussed.  There are many practical issues such as how will it be operated and supervised, who will sign the purchase order, will Rogosin take the machine under their CLEP approval, will each lab purchase their own reagents, which studies are approved to use the machine and of those that are approved, who decides on priority?

2. Genotyping – Dr. Kreek suggested we try to get a better rate for chips through the CTSA.

3. Exercise Physiology Room – An exercise physiology room must be established in Nurses Residence in order to accommodate future clinical studies.  A computer set-up, treadmill, and calorimeter have already been ordered for this room.  

The Committee was asked to approve the purchase of the Luminex.

Action: Approved 

Dr. Krueger explained that a PhD trained individual will be hired to oversee the whole department and those responsibilities would include administrative issues of priority, supervision, and operation.  Dr. Coller stated that he would sign the purchase order for the Luminex.   Dr. Breslow is planning go to meet with Dr. Daniel Levine to discuss the CLIA/CLEP issues.
b) Research Education, Training, and Career Development [Sarah Schlesinger]
Dr. Schlesinger reported that the subcommittee met earlier that day.  The new application form for the Master’s degree program was discussed.  The subcommittee plans to harmonize it with the application for the Graduate School and make it available to applicants online.  Dr. Schlesinger briefly discussed the tracking of the K-12 scholars.  The subcommittee also discussed the possibility of creating thesis committees for the Master’s program that would also be harmonized with the graduate program.  This would supply the students with feedback beyond what they receive from their mentor.
c) Protection of Human Subjects, Regulatory Issues and GCP [Robert Darnell and Rhonda Kost]


Dr. Kost reported that we have hired an IND Specialist Monitor.  This individual will work with Donna Brassil and the other Coordinators.  Dr. Kost also hired an Administrative Assistant/Recruitment Assistant to work in the Clinical Research Support Office.  We are still actively recruiting a Monitor and 2 Clinical Research Specialists.

d) Pilot Collaborative Translational and Clinical Studies [James Krueger] 
Dr. Krueger reported that at the last meeting of the ACCTS it was agreed to fund 9 of the 11 proposed pilot studies.  We received the “green light” from the NIH during their site visit on December 13th to rebudget funding in order to provide $165,000 in order to fund 9 studies.  July 2007 will mark the new grant year and we will be able to solicit new applicants 
Action: Approved 
e) Biostatistics and Research Design [Knut Wittkowski]
Dr. Coller wrote to the other 11 CTSA Principal Investigators to inform them about the new biostatistical tools that have been made available for public use.  There was a positive response to this notification.  This is a powerful example of our commitment to share those ideas and tools that we develop at our Center with other CTSAs.   Dr. Wittkowski has also updated the new statistical tool in a National respository.
5.  Review of Center Metrics and Resource Utilization


Drs. Coller, O’Sullivan, and Krueger are working with the subcommittees to assess the available metrics and what the needs of the subcommittees may be.  The importance of the metrics will need to be weighed against the amount of labor required to collect them if they are not readily available through iMedIRIS.
7.  Strategic Planning Issues

     Dr. Coller discussed the recent NIH site visit (Dec.15th, 2006).  The NIH is very impressed with the progress we have made so far, specifically the work of the newly formed Subcommittees.  We also have our new CTSA website up on the external webpage.  There is still much work ahead, but we are off to a very good start.  

The meeting was adjourned at 4:48 PM

Respectfully submitted,

_________________________________
Jennifer Spada

GAC Administrator
Approved:

_________________________________

Robert Darnell, MD, PhD  
Chair
