The Rockefeller University Center for Clinical and Translational Science

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

May 6th, 2009

Voting Members Present: Robert Darnell – Chair, Ed Barbour, Gila Budescu, Edgar Charles, Barry Coller, Lynn Dustin, Emil Gotschlich, Peter Holt, Rhonda  Kost, Marty Markowitz, Maija Neville, Melissa Offenhartz, Terry Solomon, Mayte Suarez-Farinas, Sandhya Vasan, Knut Wittkowski
Invited: Donna Brassil, Angela Slattery

______________________________________________________________________________

The meeting was called to order at 2:32pm

_______________________________________________________________________________

1. Approve minutes from the April 1st, 2009 ACCTS meeting

2. INITIAL REVIEW

a) Carolina Prando*
Novel Primary Immunodeficiencies Predisposing to Severe Salmonellosis in Childhood

[Reviewer: Dr. Sandhya Vasan]

3. CONTINUING REVIEW

a) Mary Jeanne Kreek*
MKR-0005 - New Title as of 5/1/03: Molecular and Neuroendocrine Profile in Normal Healthy Volunteers and Volunteers with Specific Addictions Old title: Studies of Endocrine Function in Patients with Addictive Diseases and Liver Disease and in Normal Healthy Volunteer Subjects






[Reviewer: Dr. Barry Coller]

4. STUDY CLOSURES

a) Krueger, James, M.D.*
JKR-0338 - A STUDY TO DETERMINE THE EFFICACY OF WHOLE-BODY NARROWBAND UVB PHOTOTHERAPY (TL-01) IN CAUCASIAN AND DARKER SKIN TYPES

[Reviewer: Dr. Emil Gotschlich]

5. EXEMPT PROTOCOLS

a) Madhav Dhodapkar
MDH-0474 - Anti-Tumor Immunity in Multiple Myeloma

Reviewer: Dr. Sandhya Vasan]

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

[Reviewer: Dr. Sandhya Vasan]

c) Leslie Vosshall*
LVO-0539 - Genetic Basis of Specific Anosmias


[Reviewer: Dr. Sandhya Vasan]

d) James Krueger
JKR-0653 - Safety, Tolerability, Pharmacokinetics and Pharmacodynamics Study of Single Rising, Open-Label Doses of AbGn-168 (1 mcg/kg, 5 mcg/kg, 25 mcg/kg, 125 mcg/kg, 625 mcg/kg, 3 mg/kg, or 10 mg) Administered by Intravenous Infusion to Patients with Chronic-Plaque Psoriasis (BI Trial No.: 1240-1)

[Reviewer: Dr. Martin Markowitz]

e) James Krueger
JKR-0608 - Comparative assessment of tools used to measure severity of psoriasis

[Reviewer: Dr. Emil Gotschlich]

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

[Reviewer: Dr. Edgar Charles]

g) Martin Markowitz
MMA-0535 - The SETPOINT Study ? A Randomized Study of the Effect of Immediate Treatment with Potent Antiretroviral Therapy versus Observation with Treatment as Indicated in Newly Infected HIV-1 infected Subjects: Does early Therapy Alter the Virologic Setpoint? (AIN503/A5217Version 1.0, Dated August 9, 2004, Version 2.0, Dated July 5, 2005)

[Reviewer: Dr. Edgar Charles]

h) Maria Patricia Maningat
PAM-0655 - Quality of Life and Metabolic Alterations in Patients with Statin-Associated Myopathy

[Reviewer: Dr. Peter Holt]

i) Jurg Ott
JOT-0446 - Genetics of Age-Related Macular Degeneration (No GCRC usage)

[Reviewer: Dr. Emil Gotschlich]

j) Robert Darnell*
RDA-0611 - A phase I study of autologous dendritic cells pulsed with autologous apoptotic tumor cells (DC/AAT) administered intradermally to cancer patients with brain tumors


[Reviewer: Dr. Martin Markowitz]

k) Robert Darnell*
RDA-0629 - Analysis of human disease tissues for RNA-protein analysis

[Reviewer: Dr. Martin Markowitz]

l) Sarah Schlesinger*
SSC-0630 - Vaccination of A Patient with Pancreatic Cancer With Dendritic Cells Generated From Monocytes by Culturing with GM-CSF and INF Alpha, Loaded With A Mixture of Synthetic Peptides and Activated with LPS and CD40 Ligand


[Reviewer: Dr. Martin Markowitz]

m) Lynn Dustin*
LDU-0437 - Hepatitis C Virus and the Humoral Immune System

[Reviewer: Dr. Emil Gotschlich]

n) Mary Jeanne Kreek*
MKR-0004 - Studies of Long-Acting Opioid Metabolism, Disposition, Drug Interactions and Effects: Medical Status of Methadone Maintained, Buprenorphine, Naltrexone, or Nalmefene Treated and Drug-Free Patients Who are Former Heroin, Cocaine or Alcohol Addicts; and Normal Volunteers


[Reviewer: Dr. Barry Coller]

6. Reports of Director and Co-Director

Dr. Coller reported that he and Dr. Gotschlich attended the National Academy of Sciences meeting at which President Obama expressed his support of science as the key element in America’s success economically and as a world leader.
Dr. Coller reported that he met with Dr. Daniel Rosenblum, the Rockefeller University CTSA NIH Program Officer on March 30 to review the progress of the Center for Clinical and Translational Science, including the External Advisory Committee report. Dr. Rosenblum informed Dr. Coller that the CTSA renewal application will be due next June.  Dr. Coller also reported that the Annual Report was successfully submitted on Friday, May 1, 2009.
Dr. Coller reported that the Center plans to submit 7 NCRR supplements.  The NCRR will allow CTSAs to submit up to 7 supplements; 2 for T1 or T2 Translational Sciences, 1 for CTSA strategic goals, 2 for research education, workforce development and dissemination, 1 for community engagement, and 1 for pilot studies. The Center’s supplement proposals cover many topics, including research nursing, community outreach, bioinformatics, and biostatistics.
7. iRIS Application Demonstration [Jean Jenkins]

Ms. Jenkins presented a brief update on iRIS system, which will now notify board members of the next scheduled ACCTS meeting as well as allow members to notify the ACCTS Administrator of their availability and ability to review protocols.

8. Reports of Subcommittees

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

Dr. Kost announced that the subcommittee has evaluated its productivity for the year, and is in the process of making mid course corrections.  Integrations are now in process and the system will now follow the progress of scholars and their milestones.

Dr. Kost noted that the goal for auditing had not been met and the goals set will be reevaluated and reset.  Dr. Kost noted that of the open protocols 20% were open for data analysis, with that in mind 40 Audits a year will be the projected goal. 


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

Dr. Kost announced that Dr. Blumenthal will be conducting a community engagement consultation site visit on May 20th to advise the Center on its community engagement program.
Dr. Kost also noted that the grant application for the Challenge Grant is near completion.  She noted that Dr. Lisa Neff and the CDN have partnered to move her protocol into community clinics.  This partnering is a step towards many more protocols moving toward Community Clinic partnerships.

9. Review of Center Metrics and Resource Utilization
10. Assessment of Underutilization, Inappropriate Use, and Low Productivity

11. Review of Budget

12. Strategic Planning Issues

* denotes that this protocol has been assigned using iRIS

The meeting was adjourned at 3:59pm

Respectfully submitted,

_________________________________

Maija Neville

ACCTS Administrator

Approved:

_________________________________

James Krueger, MD, PhD  
Acting Chair
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