The Rockefeller University Center for Clinical and Translational Science

Minutes of the Advisory Committee on Clinical and Translational Science (ACCTS)

January 7th, 2009

Voting Members Present: Robert Darnell – Chair, Ed Barbour, Edgar Charles, Barry Coller, Lynn Dustin, Emil Gotschlich, Peter Holt, Lisa Hudgins, Rhonda  Kost, James Krueger, Suzanne Magnotta, Maija Neville, Sarah Schlesinger, Terry Solomon, Mayte Suarez-Farinas, Sandhya Vasan, Knut Wittkowski
Invited: Donna Brassil, Maureen Pollina, Veronica Whalen

______________________________________________________________________________

The meeting was called to order at 2:31pm

_______________________________________________________________________________

1. Approve minutes from the December 3rd, 2008 ACCTS Meeting

2. RE-REVIEW REVIEW

a) Michel Nussenzweig
MNU-0628 - Leukapheresis Procedure for the Identification and Characterization of Human Auto Reactive B Cells in Autoimmune Diseases, HIV Infection and Healthy Volunteers

[Reviewer: Dr. Emil Gotschlich]

3. CONTINUING REVIEW

a) Jan Breslow*
JBR-0583 - Exploratory feasibility study: High fat/ protein diet in the treatment of obesity

[Reviewer: Dr. Emil Gotschlich]

4. EXEMPTED PROTOCOLS

a) James Krueger
JKR-0594 - Molecular Studies of Melanoma Patient Samples from Charite University, Berlin, Germany

[Reviewer: Dr. Michelle Lowes]

b) Martin Markowitz
MMA-0645 - A Multicenter, Randomized, Open-Label, Active-Controlled Pilot Study to Evaluate the Safety and Antiretroviral Activity of Unboosted Atazanavir BID Plus Raltegravir BID and Boosted Atazanavir QD in Combination with Tenofovir/Emtricitabine QD in Treatment Naive HIV-Infected Subjects (BMS-AI-424-376)

[Reviewer: Dr. Edgar Charles]

c) Elaine Fuchs
EFU-0529 - Gene Expression, Differentiation, and Hair Disorders in Human Skin (Protocols EFU-0472 and 0473 were combined into this one protocol)

[Reviewer: Dr. Edgar Charles]

d) Martin Markowitz
MMA-0582 - A Multi-Center, Double-Blind, Randomized, Placebo-Controlled Study to Evaluate the Safety and Antiretroviral Activity of MK-0518 in Combination with an Optimized Background Therapy (OBT), Versus Optimized Background Therapy Alone in HIV-Infected Patients with Documented Resistance to at Least 1 Drug in Each of the 3 Classess of Licensed Oral Antiretroviral Therapies  (Merck & Co.)

[Reviewer: Dr. Edgar Charles]

e) Robert Darnell
RDA-0148 - Killer T Cell Activity in the Paraneoplastic Neurologic Syndromes

[Reviewer: Dr. Emil Gotschlich]

f) Martin Markowitz
MMA-0559 - The role of the gastrointestinal lymphoid system in the pathogenesis of HIV-1 infection and health

[Reviewer: Ms. Sandhya Vasan]

5. Reports of Director and Co-Director

Dr. Coller reported that efforts continue to move forward with the Society for Clinical and Translational Science. The first meeting is scheduled to be held April 2010.  Presently a Board of Directors is in place. Based on current projections of institutional membership, the Society may have as many as 2,000 members by the time of the first meeting.

Dr. Coller noted that in the December eNewsletter there was an article entitled: “CTSA Consortium Focuses Its Priorities and Streamlines Its Committee Structure.” The article summarizes the CTSA’s attempt to reorganize to improve communications and efficiency.

Dr. Coller reported that the CCTS and the University are in the process of making budget adjustments to reflect the serious economic problems. Dr. Coller noted that the coming year will be challenging financially for the University, but that appropriate actions are being taken to protect its core mission.

Dr. Coller announced that the External Advisory Board (EAB) meeting is scheduled to take place on March 10-11.  In addition to the Hospital Committee members, experts in biostatistics and informatics will participate by visiting the CCTS and preparing brief reports.

Dr, Krueger announced that the Clinical Scholars application process deadline is January 15th, 2009 and announcements of new Scholars will be made February 15th, 2009.
6. Reports of Subcommittees

a) Tech Transfer [Teresa Solomon]


Ms. Solomon submitted a handout prepared by the CTSA PPP Key Function Committee for review.

b) Research Education, Training, and Career Development [Sarah Schlesinger]

Dr. Schlesinger announced that the first session for the Certificate Program ended successfully.  The second session the techniques course is being planned and will focus on the cores.  Dr. Schlesinger also noted that the NY CTSA Education Consortium met in January. The meeting was attended by Cornell, Columbia and Einstein and focused on the development of a single tool to track Scholars after graduation, with the goal of submitting it for adoption nationally.
c) Protection of Human Subjects, Regulatory Issues and GCP [Rhonda Kost]

Dr. Kost noted that training in GCP also played a part in the Certificate Program specifically the creation of the course and the creation of the protocols.

7. Review of Center Metrics and Resource Utilization

M. Neville reported that inpatient utilization remains low while the Outpatient Research Center Utilization remains high.  

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

None to report

9. Review of Budget

M. Neville reported that the CCTS is beginning to prepare our Annual Progress Report (APR) that is due in May.  

10. Strategic Planning Issues


None to report
* denotes that this protocol has been assigned using iRIS

The meeting was adjourned at 3:22pm

Respectfully submitted,

_________________________________

Maija Neville

ACCTS Administrator

Approved:

_________________________________

Sarah Schlesinger M.D. 

Acting - Chair
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