The Rockefeller University Center for Clinical and Translational Science

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

September 29th, 2008

Voting Members Present: Robert Darnell Chair; Ed Barbour, Edgar Charges, Barry Coller, Lynn Dustin, Emil Gotschlich, Peter Holt, Lisa Hudgins, Rhonda  Kost, James Krueger, Michelle Lowes, Suzanne Magnotta, Marty Markowitz, Maija Neville, Barbara O’Sullivan, Sarah Schlesinger, Terry Solomon, Mayte Suarez-Farinas, Sandhya Vasan, Knut Wittowski, Sagit Zolotov

Invited: Donna Brassil

______________________________________________________________________________

The meeting was called to order at 2:32pm

_______________________________________________________________________________

1. INITIAL REVIEW

a) Martin Markowitz
Acute HIV-1 Infection Prospective Cohort Study (CHAVI-001)

[Reviewer: Dr. Edgar Charles]

b) Martin Markowitz
A Phase III Multicenter, Double-Blind, Randomized, Active Comparator-Controlled Clinical Trial to Study the Safety and Efficacy of Once Daily Raltegravir (MK-0518) versus Twice Daily Raltegravir, Each in Combination with Truvada, in Treatment-Naïve HIV Infected Patients, (MK-0518-071)

[Reviewer: Dr. Edgar Charles]

c) Rhonda Kost
Research Volunteer Screening/Recruitment Data Repository

[Reviewer: Dr. Emil Gotschlich]

d) Donna Brassil
A Comparison of Hemolysis Rates and Laboratory Values Using Intravenous Catheters versus Venipuncture for Obtaining Venous Blood Samples






[Reviewer: Dr. Peter Holt]

e) Emmanuelle Jouanguy
Genetic Predisposition to HCV Chronic Hepatitis

[Reviewer: Dr. Martin Markowitz]

f) Sandhya Vasan
A Phase 1, Randomized, Double-Blinded, Placebo-Controlled, Dose-Escalation Study of the Safety, Tolerability, and Pharmacokinetics of Ibalizumab in HIV-Negative, Healthy Volunteers (TMB-103)

[Reviewer: Dr. Martin Markowitz]

g) Emmanuelle Jouanguy
Genetic Predisposition to Viral Fulminant Hepatitis (VFH)

[Reviewer: Dr. Martin Markowitz]

h) Jean-Laurent Casanova
Human Genetics of Infectious Diseases

[Reviewer: Dr. Sarah Schlesinger]

i) James Krueger
Effect of UVB exposure on 15-prostaglandin dehydrogenase in skin


[Reviewer: Dr. Emil Gotschlich]

2. RE-REVIEW REVIEW

a) James Krueger
A study to document the natural course and history of atopic dermatitis before, during, and after treatment with conventional therapies

[Reviewer: Dr. Barry Coller]

3. CONTINUING REVIEW

a) Charles Gilbert
CGI-0573 - Processing mechanisms of visual cortex

[Reviewer: Dr. Barry Coller]

b) Jon Blumenfeld
JBL-0496 - Autosomal Dominant Polycystic Kidney Disease Repository

[Reviewer: Dr. Barry Coller]

c) Swaroop Pendyala
SWP 0620 - Obesity Associated Colorectal Inflammation; the Effects of Weight Loss

[Reviewer: Dr. Sarah Schlesinger]

4. EXEMPTED PROTOCOLS

a) Leslie Vosshall
LVO-0619 - Physiological Effects of Androstadienone Exposure

[Reviewer: Dr. Emil Gotschlich]

b) 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. Emil Gotschlich]

c) Robert Darnell
RDA-0611 - 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]

d) Barry Coller
BCO-0601 - Evaluation of Bleeding History Phenotyping Questionnaire

[Reviewer: Dr. Emil Gotschlich]

f) Martin Markowitz
MMA-0591 - HIV Elite Controller Study
[Reviewer: Dr. Edgar Charles]

g) Martin Markowitz
MMA-0448 - Viral and Host Factors in the Transmission and Pathogenesis of HIV  (This protocol was formerly RKO-0201; PI has changed from Kost to Markowitz, therefore, number was changed.)

[Reviewer: Dr. Edgar Charles]

h) Martin Markowitz
MMA-0577 - A Randomized Phase II Study of Therapeutic Immunization and Treatment Interruption Among Subjects Who Began Potent Antiretroviral Therapy Within 16 Days of Diagnosis of Acute or Recent HIV Infection (AIN504)

[Reviewer: Dr. Edgar Charles]

i) Jeffrey Friedman
JFN-0357 - Leptin Treatment for Prevention of the Metabolic and Endocrine Sequelae of a Decreased Caloric Intake:  Studies of Patients on a VLCD

[Reviewer: Dr. James Krueger]

5. Reports of Director and Co-Director

Dr. Coller reported that he recently described the progress of the CTSA program to the NIH Institute and Center Directors and Dr. Zerhouni as the representative of the CTSA PIs.   Dr. Coller raised his concerns at the meeting about the variable NIH cap on K award support. He advocated for an NIH-wide policy of 3 years of K12 funding and 5 years of K08 or K23 training funding.  Dr. Story Landis, who is Director of the National Institute of Neurological Diseases and Stroke, and who chairs the NIH committee charged with setting the standards, expressed interest in this proposal.  

Dr. Coller announced that he is continuing to pursue the formation of a Society for Clinical and Translational Science. In the first conference call to discuss this proposal, all 14 CTSA PIs supported the initiative. Another conference call is scheduled for the other PIs.  Dr. Coller noted October 6th is when the PIs will meet and vote on whether to proceed with the proposed Society.

6. Reports of Subcommittees

a) Oversight of Core Scientific Resources [Donna Brassil and Jim Krueger]

Report will take place at the next ACCTS committee meeting 

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

Report will take place at the next ACCTS committee meeting 

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

Report will take place at the next ACCTS committee meeting 

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

Dr. Kost reported that the first Regional Community Engagement Workshop took place on September 22 at Weill Cornell Medical College.  Nine CTSA’s attended the workshop as well as a number of representatives from community service providers across the Eastern region. Dr. Kost noted that 9 CTSA made presentations describing their current community engagement practices and collaborations. Key discussions focused on the difficulty reaching out to communities and the need to persuade scientists to engage the community.  Dr. Kost noted that Rochester Institute developed a novel idea to bridge the community-science research gap. They took 30 of their scientific posters and converted them into plain language for a community health fair.  Dr. Kost suggested that the Rockefeller CCTS consider a similar event.

e) Oversight of Pilot and Collaborative Translational and Clinical Studies [James Krueger]

Report will take place at the next ACCTS committee meeting 

7. Review of Center Metrics and Resource Utilization

Report will take place at the next ACCTS committee meeting 
8. Assessment of Underutilization, Inappropriate Use, and Low Productivity

Report will take place at the next ACCTS committee meeting 

9. Review of Budget
Report will take place at the next ACCTS committee meeting 
10. Strategic Planning Issues

Report will take place at the next ACCTS committee meeting 
The meeting was adjourned at 4:52pm

Respectfully submitted,

_________________________________

Maija Neville

ACCTS Administrator

Approved:

_________________________________

Barry Coller, MD
Acting - Chair
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