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

December 6th, 2006

Voting Members Present: R. Darnell (chair), E. Barbour, J. Blumenfeld, E. Charles, B. Coller, M. Dhodapkar, E. Gotschlich, P. Holt, R. Kost, J. Krueger (ex‑officio), M. Markowitz, K. McClary, C. Münz, M. Offenhartz, B. O’Sullivan, S. Schlesinger, K. Wittkowski 
Absent: J. Breslow, S. Magnotta, C. Rice, T. Solomon 
Invited: J. Berger, D. Brassil, P. Gilleaudeau, B. Kaiser, L. Londoñez _______________________________________________________________________________
The meeting was called to order at 2:35 PM.

_______________________________________________________________________________
1. Minutes from the Oct. 4th, 2006 GAC meeting were reviewed and approved.


2. Scientific Review of New Protocols

a. Martin Markowitz, MD  
The Transmission and Fitness of Drug Resistant HIV-1 (NIH Grant # 2R01 AI47033-06)
[Reviewer: Dr. Edgar Charles]

b. Christian Münz, PhD  
Natural Killer cell phenotypes and functions in Multiple Sclerosis
[Reviewer: Dr. Madhav Dhodapkar]

3. Scientific Review of Ongoing Protocols

a. James Krueger, MD
JKR-0179 – Screening for Entry Into Psoriasis Studies





 
[Reviewer: Dr. Madhav Dhodapkar]

b. Barry Coller, MD
BCO-0417 – Studies of the interactions among normal and abnormal blood cells and between normal and abnormal blood cells and the vessel wall, and Studies of genetics and functional basis of inherited platelet, white blood cell, red blood cell and coagulation disorders





[Reviewer: Prof. Emil Gotschlich]

c. Martin Markowitz, MD
MMA-0465 – An Observational Study of Treated and Untreated Acute and Early HIV-1 Infection






[Reviewer: Dr. Edgar Charles]

d. Kevin Heller, MD
KHE-0521 – Evaluation of the clinical significance of EBV-specific T-cells in healthy individuals and in patients with EBV associated malignancies






[Reviewer: Dr. Edgar Charles]

e. Peter Holt, MD
PHO-0554 – High vs. Low Calcium Intake in the Presence of High Vitamin D: Effect on Gene Expression in the Colon






[Reviewer: Prof. Jules Hirsch]

______________________________________________________________________

3. Reports of Director and Co-Director

    Dr. Coller introduced the new members of the ACCTS to the Committee and all members introduced themselves.  Dr. Coller then introduced Donna Brassil, the new Clinical Research Nurse Facilitator. 

 Dr. Coller reported that at the most recent Board of Trustees meeting he was “interviewed” by Dr. Paul Nurse as a way to communicate to the Trustees information about the goals of the new CTSA and the clinical studies that are being conducted at Rockefeller.  The Trustees were very pleased with the information presented to them.

Dr. Coller informed the Committee that he, Ed Barbour, Jon Blumenfeld, and Rimma Belenkaya went to Washington D.C. to meet with Drs. Mark Musen and Dan Rubin from Stanford. They met to discuss current standards, best practices, and the best use of Protege, their ontology development tool. Dr. Coller described the bleeding disorders history ontology development and the methods, as well as, their plans for going forward. Drs. Musen and Rubin deemed these efforts as "pioneering".


Dr. Coller reported that the Picker Survey is progressing well.  We have invited 11 CTSAs to participate in the survey and at this time 8 have accepted.  All 5 of the GCRCs that were invited accepted the offer.  This is very positive, as their participation has allowed us to meet our stated target for the Picker Survey in our CTSA proposal.

    Dr. Krueger reported that the four areas of implementation that still lie ahead are: to establish degree granting, to achieve GCP, create support for scientific cores, and develop a community outreach program.  Achieving GCP requires that many new resources be put into place, such as the development of a Study Coordinator service to assist new Investigators and Clinical Scholars in learning GCP, education and monitoring, informatics support of iRIS, and the purchase of new equipment.

4.  Reports of Subcommittees

a) Research Education, Training, and Career Development [Sarah Schlesinger]
Dr. Schlesinger reported that we are currently awaiting a response from the State regarding our application for degree granting privileges.  Dr. Schlesinger is working on an application form with the Dean’s Office, which when completed will be made available to applicants on the web.  The new Clinical Immunology Course that Dr. Steinman is leading has an enrollment of 22 students, including several Clinical Scholars. It will bring a valuable clinical perspective to the graduate level offerings. 


b) Protection of Human Subjects, Regulatory Issues and GCP [Robert Darnell and Rhonda Kost]


Dr. Kost shared the new mission of the Clinical Research Support Office with the Committee.  The new mission of the Clinical Research Support Office (CRSO) in the CTSA is to provide comprehensive, coordinated resources, education, and services to scientists, physicians, investigative teams, research staff, support staff, and human research participants, in a manner that is thorough, consistent, efficient, compassionate to participants, and integrated across the entire research enterprise so that research is conducted to the highest standards of safety and ethics, and at the highest standards of scientific design and integrity.

c) Pilot Collaborative Translational and Clinical Studies [James Krueger] 

Dr. Krueger reported that all Heads of Laboratory at Rockefeller University were solicited for pilot proposals.  A total of 11 grant proposals were received.  The Subcommittee met to evaluate these proposals and decided that 9 of the 11 proposals were appropriate for funding.  The Subcommittee suggested that the first 3 proposals be approved by the ACCTS at $25,000.00 in funding and that an attempt be made to re-budget other funds in order to support the remaining 6 proposals on the list.  

Action: Approved 
d) Biostatistics and Research Design [Knut Wittkowski]
Dr. Wittkowski informed the Committee that the NIH has decided that they wish for WISDOM to 


be further developed from a prototype to a marketable tool.  Dr. Wittkowski distributed to the Committee a handout containing the Project Definition of WISDOM from the CTSA proposal, as well other related information.  Dr. Wittkowski explained to the Committee that the Subcommittee decided that the next step should be to hire a software architecture company to advise on how to make WISDOM more scalable and more “user-friendly” to a larger population.  It will be valuable to have input from individuals who develop complex systems.   An Ad-hoc committee comprised of Ed Barbour, Gerry Latter, and Drs. Krueger and Wittkowski reviewed three proposals from software companies and one company was chosen.  Dr. Wittkowski requested that $75,000.00 be approved by the ACCTS in order to hire this company’s service.

Action: Approved 

The Committee requested that a timetable of milestones for WISDOM be created so that future progress can be reviewed.  This will assist in any decisions regarding future funding for this project.  

5.  Review of Center Metrics and Resource Utilization


Ed Barbour has identified the metrics that can be captured by the iMedIRIS system.  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.

6.  Review of Budget

     Dr. O’Sullivan discussed the issue of rebudgeting.   Dr. O’Sullivan will meet with Jim Lapple, the Vice President for Finance at the University, to discuss further the trajectory of enrollment for the Center and what that means in terms of financial support from the University.

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.  During the site visit Dr. Coller was hoping to receive further clarification on the NIH’s definition of Community Outreach, as this is an area that the NIH has identified as an area that we need to improve our efforts.  Liz Londoño, the Clinical Recruiter for ADARC attended the meeting and shared with the Committee her strategies for recruitment and community outreach.  Ms. Londoño explained that she utilizes a multi-pronged approach which includes: doctors in the community, academic physicians, case workers, and social workers.  Dr. Markowitz explained that ADARC promotes itself as a community resource, a place where doctors can refer patients with complex needs when standard methods have failed.  Dr. Dhodapkar reported that his lab has similar programs for patients suffering with multiple myeloma.  Dr. Dhodapkar is partnering with St. Vincent’s hospital in order to reach more patients.  Dr. Blumenfeld reported that the Strang Institute has a relationship with the New York Chapter of Polycystic Kidney Disease.  This group is comprised primarily of patients, but also includes some doctors. The possibility of allowing non-for-profit organizations to hold meetings at the Center, without any room rental fees would be an excellent way to provide service to the Community and should be explored.  It is agreed that more should be known about the role Public Affairs can play in recruitment.

The meeting was adjourned at 4:48 PM

Respectfully submitted,

_________________________________
Jennifer Spada

GAC Administrator
Approved:

_________________________________

Robert Darnell, MD, PhD  
Chair
