The Rockefeller University Center for Clinical and Translational Science

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

June 6th, 2007

Voting Members Present: R. Darnell (Chair), J. Krueger (acting chair, ex‑officio), E. Barbour, J. Blumenfeld, J. Breslow,  E. Charles, B. Coller, E. Gotschlich, P. Holt, R. Kost, S. Magnotta, M. Neville, M. Offenhartz, B. O’Sullivan, S. Schlesinger, T. Solomon, K. Wittkowski

Invited: J. Berger, B. Kaiser, E. Londoño, 

_______________________________________________________________________________

The meeting was called to order at 2:40 PM.

_______________________________________________________________________________

1. Minutes from the May 2nd, 2007 ACCTS meeting were reviewed and approved.


2. Scientific Review of New Protocols

a) Martin Markowitz
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]

b) Robert Darnell
A phase I study of autologous dendritic cells pulsed with autologous apoptotitc tumor cells (DC/AAT) administered intradermally to cancer patients with brain tumors.

[Reviewer: Dr. Emil Gotschlich]

c) Jan Lunemann
Natural Killer Cell Phenotypes and Functions in Multiple Sclerosis

[Reviewer: Dr. Sarah Schlesinger]

3. Scientific Re-Review of Protocols

a) Martin Markowitz
MMA-0546 - A Multi-Center, Double-Blind, Randomized, Dose-Ranging Study to Compare the Safety and Activity of L-000900612 Plus Tenofovir and Lamivudine (3TC) vs Efavirenz Plus Tenofovir and Lamivudine (3TC) in ART-Naive HIV-Infected Individuals (Merck Protocol #004-00)

[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) Lisa Neff
LNE-0595 - Dietary Interventions for Insulin Resistance and the Metabolic Syndrome

[Reviewer: Dr. Peter Holt]

Expedited Approval by IRB 05/23/2007 11:17

d) Martin Markowitz
MMA-0465 - An Observational Study of Treated and Untreated Acute and Early HIV-1 Infection

[Reviewer: Dr. James Krueger]

Expedited Approval by IRB 05/25/2007 14:13

4. Scientific Review of Ongoing Protocols

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

[Reviewer: Dr. Jan Breslow]

b) Ralph Steinman
RST-0094 - Human Lymphocyte Activation:  Role of Dendritic Cells

[Reviewer: Dr. Barry Coller]

c) James Krueger
JKR-0491 - Skin biopsy for analysis of cell growth, cell differentiation and inflammation in the skin

[Reviewer: Dr. Madhav Dhodapkar]

d) James Krueger
JKR-0542 - A Multicenter, Open-Label, Prospective Study to Evaluate the Effectiveness and Safety of Etanercept in the Treatment of Subjects with Psoriasis - EASE in Psoriasis

[Reviewer: Dr. Madhav Dhodapkar]

e) James Krueger
JKR-0442 - A Study to Document the Natural Course and History of Psoriasis Before, During and After Treatment with Conventional Therapies

[Reviewer: Dr. Madhav Dhodapkar]

f) James Krueger 
JKR-0511 - A Phase 3b study to evaluate the mechanism of action of 1.0 mg/kg subcutaneously administered Efalizumab in adults with moderate to severe plague psoriasis who are candidates for systemic therapy.

[Reviewer: Dr. Madhav Dhodapkar]

g) Martin Markowitz
MMA-0509 - Acute HIV Infection and Early Disease Research Program (AIEDRP) AIEDRP Core 01 Database Protocol

[Reviewer: Dr. James Krueger]

Expedited Approval by IRB 05/25/2007 13:55

h) Madhav Dhodapkar
MDH-0489 - SWOG S0120: A Projective Observational Biologic Study of Asymptomatic Patients with Monoclonal Gammopathy and Plasmaproliferative Disorders

[Reviewer: Dr. Sarah Schlesinger]

i) Kavita Dhodapkar
KDH-0481 - Evaluation of Autoimmune Response in Patients with Primary Brain Tumors

[Reviewer: Dr. Sarah Schlesinger]

Expedited Approval by IRB 06/05/2007 13:55

5. Reports of Director and Co-Director

Dr. Coller reported on the CCTS External Advisory Committee report that was sent to the NIH.  He has since received a very positive letter in response to the submission from the NIH. Dr. Coller will submit a copy of the letter to ACCTS members for review. 

Dr. Coller reported on the CTSA reorganization.  The Clinical Oversight committee will be called the Clinical Integration Committee and will not be categorized as an oversight committee.  The CTSA PIs have agreed to focus on the following three general areas;
· The IRB: A working group will explore new methods for maximizing the function of the IRBs.
· Training is a crucial component of the CTSA program.  The development of a curriculum in computational literacy for clinical investigators, equivalent to a survey course would be beneficial.  Among the potential topics would be: analyzing gene chip data, crystal structures, molecular dynamics, gene sequences, bioinformatics and management of clinical data. This should be done so that clinical investigators can get a sense of each field.
· Information Technology (IT): IT is the highest priority for integration of efforts among CTSAs.  Data should be recorded and collected in a standardized format.  The creation of a regulatory method to identify patients with diseases to facilitate recruitment across would be highly beneficial.  

Dr. Coller mentioned that the Hospital budget has been approved for fiscal  year 08.  
Dr. Coller encouraged ACCTS members to identify potential new faculty recruits and new investigators. 
Dr. Coller reporting that the sleep study facilities are up and running.  

Dr. Coller thanked all ACCTS members for their feedback on the first CCTS eNewsletter.  Dr. Coller would like the newsletter to run monthly and provide updates on new happening within the CCTS. Dr. Coller thanked Dr. Holt for agreeing  to co-chair the Inter-institutional Collaboration, Recruitment, and Community Engagement sub-committee. Dr. Coller also thanked Teresa Solomon and Dr. Dhodapkar for acting as co-chairs of to the Technology Transfer and Private Sector Partnering subcommittee. This is a very important function of the CTSA. 

6. Reports of Subcommittees

a) Inter-institutional Collaboration, Recruitment, and Community Engagement

    [Elizabeth Londoño]

Ms. Londoño noted that the center still needs help from investigators, to organize events and plan activities to assist protocols with recruitment. 

Dr. Coller suggested that Ms. Londoño contact Dr.Wittkowski or other colleagues who are part of the early stages in protocol development and ask them to remind investigators to contact Ms. Londoño early in the process.
Dr. Darnell suggested that P.I.s be contacted to find out about protocols early on.

Ms. Londoño updated the committee on the Center’s community outreach programs and noted that the CCTS has agreed to conduct 6 webcasts with the Clinical Directors Network over the course of the next fiscal year giving the first of the webcasts will be presented by Dr. Markowitz on primary infection of HIV on June 20, 2007.   Dr. Krueger and Dr. Coller have both agreed to do webcasts Dr. Coller will discuss anti platelets therapy. Presently the goal is to deliver these 6 webcasts over the next 12 months. The committee will meet again on June 21st, 2007. 

7. Review of Center Metrics and Resource Utilization

As of May the center has reported 1,156 inpatient visits and 3,168 outpatient visits.

Dr. Krueger reported that the immunology graduate course had one of the largest enrolments of any Rockefeller University Course. He also noted that this course is very valuable to translational scientists; K-12 Scholars.

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

NONE identified.
9. Review of Budget

Discussion above.
10. Strategic Planning Issues

Discussion above.
The meeting was adjourned at 4:18 PM

Respectfully submitted,

_________________________________

Maija Neville

ACCTS Administrator

Approved:

_________________________________

Robert B. Darnell, MD, PhD

Chair

