
The Rockefeller University Center for Clinical and Translational Science

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

July 16th, 2008

Voting Members Present: Robert Darnell, Chair, Ed Barbour, Jon Blumenfeld, Edgar Charges, Barry Coller, Emil Gotschlich, Peter Holt, Rhonda  Kost, James Krueger, Marty Markowitz, Maija Neville, Barbara O’Sullivan Sarah Schlesinger, Terry Solomon, Knut Wittkowski, Mayte Suarez-Farinas

Invited: Dr. Daniel Rosenblum, Juana Gonzalez, Donna Brassil, Bonnie Kaiser

______________________________________________________________________________

The meeting was called to order at 2:30pm

_______________________________________________________________________________

1. Minutes from the July 16th, 2008 ACCTS meeting were reviewed and approved.
2. INITIAL REVIEW

a) Michael Young
Towards a model of circadian function of bipolar disorder using cultured cells: a pilot study

[Reviewer Dr. Emil Gotschlich]

b) Peter Schlegel*
A two-part trial assessing the effects of 7alpha-methyl-19-nortestosterone (MENT) on blood pressure in normal men: an open-label pilot study followed by a randomized, double-blind, placebo-controlled study.

[Reviewer Dr. Rhonda Kost]
3. RE-REVIEW

a) Martin Markowitz
MMA-0597 - A Phase 2, Open-Label, Multicenter Study of the Safety of Ritonavir-Boosted GS-9137 (GS-9137/r) Administered in Combination with Other Antiretroviral Agents for the Treatment of HIV-1 Infected Subjects

[Reviewer: Dr. Edgar Charles]

b) 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 Classes of Licensed Oral Antiretroviral Therapies  (Merck & Co.)

[Reviewer: Dr. Edgar Charles]

c) Martin Markowitz
MMA-0606 - Mucosal and Innate Immune Responses and Viral Reservoirs in Tissues and Cells During Acute HIV Infection, Version 1.0 (CHAVI012)

[Reviewer: Dr. Edgar Charles]

d) Martin Markowitz
MMA-0610 - A Phase II, Randomized Trial of Open-Label Truvada with Atazanavir/Ritonavir versus Multi-class Therapy with Truvada, Atazanavir/Ritonavir, Maraviroc and Raltegravir in Acutely HIV-1 Infected Antiretroviral-Naïve Subjects (ADARC 2007-01)

[Reviewer: Dr. Edgar Charles]

e) Edgar Charles
ECH-0596 - Characterization of Clonal B Cell Populations in HCV Infection

[Reviewer: Dr. Martin Markowitz]

4. CONTINUING REVIEW

a) Martin Markowitz
MMA-0613 - A Study of the Safety, Tolerability, and Pharmacokinetics of KD-247, A Humanized Monoclonal Antibody that Recognizes the Principal Neutralizing Determinant of HIV-1 in Asymptomatic HIV-1 Seropositive Individuals Who Are Not Receiving Concurrent Anti-  Retroviral Therapy KD-1002 

[Reviewer: Dr. Edgar Charles]
5. EXEMPTED PROTOCOLS

a) Markus Stoffel
MST-0513 - FOXA2 expression in adipose tissue of human subjects with obesity/insulin-resistance

[Reviewer: Dr. Jon Blumenfeld]

6. Reports of Director and Co-Director
Dr. Coller reported that Dr. Casanova is due to arrive in September and will take up residence on the 7th and 8th Floors of the Hospital Building.  The Center also has a new recruit Dr. Sonel. Dr. Sonel is a MD PhD graduate from Harvard, completed his Internal Medicine training at Brigham and has now finished his hematology/oncology fellowship at Memorial Sloan-Kettering Cancer Center (MSKCC).  We are expecting him to arrive next January. He will lead Human Subjects protocols related to tissue collection. 

Dr. Coller noted that the CTSA principal investigators as part of the oversight committee have launched a strategic planning process and will be moving forward in October for the Next Clinical Consortium Oversight Committee.  Dr. Coller looks forward to significant reorganization in the administrative structure.  He attended a very effective planning meeting and will be sending out the minutes of that meeting for the boards review, he noted that there was an emphasis for setting up priories for the consortium.  

Dr. Coller announced that the budget year has ended, and the annual report was submitted.

Dr. Coller announced that efforts continue in the planning of the Centennial. The focus is to get 100 vignettes and discoveries that have lead to changes in medicine.  The committee is exploring symposia that may relate to topics such as basic science advances that have come through human studies and looking to the future.  We are hoping to have CTSA representation and NIH representation. 

Dr. Krueger announced that there will be a distribution requesting Pilot Project applications that will be due in September; this will be the Center’s third round of Pilot Studies that will be funded.
7. Reports of Subcommittees

a) Oversight of Core Scientific Resources [James Krueger and Juana Gonzalez]

Dr. Krueger announced that the second Thermoclycer for real-time PCR would soon be operational.

b) Participant and Clinical Interaction Resources [Barbara O’Sullivan]

Nothing to report.

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

Dr. Schlesinger announced that the new scholars started on July 1st.  

Dr. Coller reported on the Certificate program progress.  Application acceptance closed on July 15th. There are 13 applicants, all which look promising.  Presently the admissions committee is scheduled to meet to discuss the Certificate Program first course for the fall of 2008 and progress is being made to prepare for the second course scheduled to start in the spring of 2009.

d) Protection of Human Subjects, Regulatory Issues and GCP [Rhonda Kost]

Dr. Kost announced that she recently participated in the NIH workshop where she conducted a poster presentation on GCP. The outcome of the meeting was the development of another taskforce to look specifically at symmetric that’s might be defined and applied to centers.

Dr. Kost also reported the GCP would be partnering with IT to further update the iRIS system.

Dr. Rosenblum noted that for external clinical trials the matrix is designed to improve turnover.  However when it comes to Industrial trials, institutions are at a disadvantage.

e) Inter-Institutional Collaboration, Recruitment, and Community Engagement [Rhonda Kost]

Nothing to report.

f) Biostatistics and Research Design [Knut Wittkowski]

Dr. Wittowski reported that μStat is now on 84 computers. The CTSI at UCSF is hosting two forums for μStat users so that we can exchange information. 

Dr. Wittowski noted that he would be participating in a continuing education course at the joint statistical meeting in August in Denver, CO.  In regards to Wisdom, currently a java programmer is writing a link between wisdom and redcap. We have the first application for this system at Vanderbilt.  This service will be hosted at the Yale YCCI to show the progress of this collaboration of the wisdom project.

g) Informatics [Ed Barbour]

Mr. Barbour reported that since the last reporting period the Informatics groups had 3 meetings , the topics discussed included research records vs. medical records to review what belongs in the medical record vs. the research record.  In regards to iRIS efforts are being made to establish a protocol writing integration.  During the meeting the question of introducing a new IT system was raised in regards to documentation storage.

8. Review of Center Metrics and Resource Utilization


Nothing to Report
9. Assessment of Underutilization, Inappropriate Use, and Low Productivity


Nothing to Report
10. Review of Budget


Budget Review will take place at the October meeting
11. Strategic Planning Issues

Nothing to Report
The meeting was adjourned at 3:35pm

Respectfully submitted,

_________________________________

Maija Neville

ACCTS Administrator

Approved:

_________________________________

Robert B. Darnell, MD, PhD

Chair

