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

November 1st, 2006

Voting Members Present: R. Darnell (chair), B. Coller, E. Gotschlich, T. Solomon, E. Charles, J. Krueger (ex‑officio) , S. Schlesinger, K. Wittkowski, R. Kost, E. Barbour, K. McClary 

Excused: M. Dhodapkar, Jon Hart, C. Rice

Absent: J. Breslow, S. Magnotta 

_______________________________________________________________________________
The meeting was called to order at 2:30 PM.

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

2. Reports of Director and Co-Director

Dr. Coller discussed the membership of the ACCTS and its subcommittees.  He suggested that the membership of the committee and subcommittees should be finalized prior to the December 6th, 2006 ACCTS meeting. Dr. Darnell suggested that all Heads of Laboratories with clinical and translational programs and subcommittee co-chairs should be invited to attend the ACCTS meetings.  Drs. Krueger, Coller, and Darnell will create a letter of invitation to faculty for the ACCTS.

Dr. Coller reported on the CTSA National Steering Committee, which he attended on Oct 23rd, 2006.  The overall conclusion is that the Rockefeller University Center for Clinical and Translational Science is a leader in implementing the CTSA, in large part because the other institutions are more complex and larger. The five basic CTSA proposals that Dr. Coller presented to the Steering Committee were: 1. Establish National research nursing standards. 2) Share research pharmacy best practices. 3. Develop the National phenotype program. 4. Develop a CTSA National research participant perception survey to improve the conduct of clinical research. 5. Develop a model curriculum in computation for translational scientists.  The last has at least 3 components, namely analysis of gene and microarray data, ability to manipulate 3D structures, and molecular dynamics.

Dr. Coller stated that the Steering Committee meeting was successful, but that it also highlighted many operational issues that still remain unresolved within the NIH and the CTSA.  Many subcommittees have not yet been established and it is unclear what their roles will be.

Dr. Darnell expressed his interest in the initiative to create new collaborations through the CTSA structure.  Dr. Coller suggested that the ACCTS work on a proposal to submit to the NIH regarding the sharing of information on patients with rare diseases between CTSAs.


3. Reports of Subcommittees

Dr. Schlesinger reported on the subcommittee on Research Education, Training, and Career Development.  While this subcommittee has not officially convened, things are progressing.  As part of our new Rockefeller University K-12 program, we have applied to New York State for the privilege of granting a Master’s degree in Clinical Investigation. The proposal was reviewed by Dr. Nathan Kase, Dean Emeritus of Mount Sinai School of Medicine, who gave it a very favorable review with only minimal concerns. The application has been sent to the Board of Regents and we await their response.  There are currently 3 excellent candidates for the K-12 Master’s degree program.  Dr. Schlesinger is working on creating an application for the future program, as well as an evaluation form.

Dr. Kost reported that the GCP subcommittee met prior to the grant submission.  There are 3 pillars to developing the GCP timeline.  They are: the coordination of services, which hinges on new personnel who are currently being hired; IT and the configuration of the new iRIS software; and the hiring of an IND officer.  Dr. Kost stated that much of GCP runs parallel to JHACO regulations making it possible to satisfy both requirements simultaneously.  Dr. Kost has been working with consultants to review current office procedures.  At this time the IRB office has taken responsibility for the Human Subjects Training database.

Dr. Krueger stated that the RFA for Pilot studies has been sent out to the Rockefeller University Investigators.  His subcommittee will meet after November 15th to review the 2-3 page proposals in order to decide which proposals should be recommended to ACCTS for approval.  Dr. Krueger strongly urged all members of the ACCTS to submit pilot requests and to encourage their colleagues to do so as well.
_______________________________________________________________________________
4. Scientific Review of New and Ongoing Protocols

Dr. Darnell reviewed with the ACCTS the newly proposed, expedited review process for continuing reviews.
INITIAL REVIEW

a. Martin Markowitz, MD  
HIV Elite Controller Study





[Reviewer: Prof. Emil Gotschlich]

CONTINUING REVIEW

b. Sergey Yurasov, MD
SYU-0571 – Identification and Characterization of Human Auto-ReactiveB Cells in Normal Donors and in Auto-Immune Diseases




 
[Reviewer: Dr. Edgar Charles]

c. David Ho, MD
DHO-0549 – A Randomized, Placebo-Controlled, Dose-Escalating, Double-Blinded Phase I Study to Evaluate the Safety and Immunogenicity of a Modified Ankara (MVA) Expressing HIV-1 Clade C env/gag-pol and nef





[
Reviewer: Dr. Edgar Charles]


d. Daniel Levine, PhD
DLE-0401 – Blood Draws for Laboratory Control Pools for In Vitro Cell Stimulation Studies 





[Reviewer: Prof. James Krueger]
______________________________________________________________________
5. Review of Center Metrics and Resource Utilization

Dr. Coller reported that Ed Barbour has assessed what portion of the proposed metrics we will be able to obtain through the iRIS system.  This initial analysis shows a 30% capture rate.  We will need to decide how to capture important metrics that will not be obtained through iRIS.

6. Assessment of Underutilization, Inappropriate Use, and Low Productivity

Dr. Coller discussed underutilization.  Based on the nursing metrics, we have sufficient nursing staff to support an expansion of our research effort. We cannot reduce our nursing intensity because we are at the minimum necessary for 24/7/365 coverage. Kelly McClary reported that increasing the number of patients studied would also insure high morale among the nursing staff and insure that they maintain and expand their nursing skills.

Dr. Coller stated that comparison of the number of subjects studied versus the number approved for studies is not a good metric for underutilization or low productivity due to the fact the number requested for approval from the IRB is chosen to insure that the number of individuals studied does not exceed the approved number. Thus, it is common for the approved number to be larger than the number studied. 
7. Review of Budget

Dr. Coller pointed out to the Committee that this first year of the CTSA is actually 9 months.  Since we are unable to carry over money from one year to the next, it is imperative that we rapidly recruit people needed to perform the functions indicated in the grant.  Dr. Coller reported that no cost of living increase was included in the budget, and thus we must plan accordingly.  Dr. Krueger explained that $500,000.00 in indirect costs was cut by the NIH from our budget, yet we are still expected to implement all of the proposed improvements to the Center. 


8. Strategic Planning Issues

Dr. Krueger reported that the two proposed cores, the Metabolic and Exercise Core and the Immunology Core both need to purchase equipment.  Once the resources have been allocated and the equipment purchased, then the labs can begin to hire staff and get started.  Money to purchase the equipment is now being identified.

Dr. Coller thanked the people at the meeting who worked very hard in October to get us off to an excellent start in implementing the grant proposal. 


The meeting was adjourned at 4:28 PM

Respectfully submitted,

Jennifer Spada

ACCTS Administrator
Approved:

_________________________________

Robert Darnell, MD, PhD  
ACCTSChair
