The Rockefeller University Center for Clinical and Translational Science

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

Sept 28th, 2007

Voting Members Present: J. Krueger (acting chair, ex‑officio), E. Charles, B. Coller, E. Gotschlich, R. Kost, M. Markowitz, M. Neville, Mayte Suarez-Farinas

Invited: Justin O’Connor, Donna Brassil

_______________________________________________________________________________

The meeting was called to order at 9:35 AM.

_______________________________________________________________________________

1. Minutes from the July 18th, 2007 ACCTS meeting were reviewed and approved.


2. Scientific Review of New Protocols

a) Charles Rice
Characterization of T cell responses following yellow fever virus vaccination in healthy adults

[Reviewer: Dr. Sarah Schlesinger]

b) Swaroop Pendyala
Obesity Associated Colorectal Inflammation; the Effects of Weight Loss.

[Reviewer: Dr. Sarah Schlesinger]

c) Leslie Vosshall
Physiological Effects of Androstadienone Exposure

[Reviewer: Dr. James Krueger]

d) Manish Ponda
Endotoxemia and Associated Risk Factors for Accelerated Atherosclerosis in Early Chronic Kidney Disease
[Reviewer: Dr. James Krueger]

3. Scientific Re-Review of Protocols
a) David Ho
DHO-0614 - Evaluation of Local Reactogenicity and Systemic Reactogenicity Following Serial Administration of ADVAX, a Clade C DNA Vaccine, ADVAX e/g + ADVAX p/n-t, by Ichor TriGrid in vivo Electroporation to HIV-Uninfected, Healthy Volunteers

[Reviewer: Dr. Emil Gotschlich]

4. Scientific Review of Ongoing Protocols
a) 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]

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

c) Martin Markowitz
MMA-0574 - A 96-Week, Phase IV, Randomized, Double-Blind, Multicenter Study of the Safety and Efficacy of EPZICOM Versus Truvada Administered in Combination with Kaletra in Antiretroviral-Naive HIV-1 Infected Subjects (HEAT)
[Reviewer: Dr. Edgar Charles]

d) Martin Markowitz
MMA-0523 - A randomized phase II study of the safety, immunologic and virologic effects of Cyclosporine A in conjunction with Trizivir and Kaletra versus Trizivir and Kaletra alone during primary HIV-1 infection (AI501).
[Reviewer: Dr. Edgar Charles]

e) Charles Gilbert
CGI-0573 - Processing mechanisms of visual cortex
[Reviewer: Dr. Barry Coller]

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

[Reviewer: Dr. Barry Coller]

g) Madhav Dhodapkar
MDH-0575 - Immunology and pathobiology of plasma cell disorders
[Reviewer: Dr. Barry Coller]

h) 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]

i) Jules Cohen
JCO-0590 - Effects of Narrowband UVB Phototherapy on Melanocyte Proliferation in Patients with Vitiligo
[Reviewer: Dr. Emil Gotschlich]

j) Martin Markowitz
MMA-0592 - The Transmission and Fitness of Drug Resistant HIV-1  (NIH Grant #2R01-AI-47033-06)
[Reviewer: Dr. James Krueger]

k) John Zabriskie
JZA-0540 - Natural History of Rheumatic Fever at Rockefeller University Hospital
[Reviewer: Dr. James Krueger]

5. Reports of Director and Co-Director
Dr. Coller thanked all of the ACCTS members for being present at this special meeting.  Dr. Coller introduced Justin O’Connor as the new Clinical and Translational Science Training Coordinator.
Dr. Coller reported that he will be attending the PI steering committee meeting next week at NIH and so he wasn’t available for the originally scheduled meeting.  Dr. Coller informed the ACCTS that the meeting would focus on CTSA budget cuts that were recently announced, which will primarily affect new CTSA’s in the near term but will affect us within several years. Dr. Coller reported to the ACCTS that twelve new sites were recently funded and that Weill Cornell was one of the newly funded sites.  For year 2 of our award we were given a 2.9% reduction in funding and in year 3 we will receive a 5% reduction in our total award.  Presently there is no information as to further cuts in the near future, but when we recompete in 2011 our maximum award will be reduced by 20% or more in comparison to our current award. 
Dr. Coller noted that the CCTS leadership is in the process of reviewing our current budget, and thus it has instituted a temporary hiring freeze. IT and GCP strategic plans are currently being developed and they will form the basis for decisions about further resource utilization.  Dr. Coller noted that there would be a yearly increase of $300,000 for the KL2 Clinical Scholars program over the 5-year period, which will help to offset some of the budget cuts identified above.

Dr. Coller assured the attending ACCTS members that RU would be working to restore these budget cuts. In the interim, to make up for the funding reductions, he is encouraging Institutes to fund their initiatives in translational research through the CTSAs.  

Dr. Coller noted that a number of new pilot projects have been submitted; and he encouraged members to identify medical students for our one year research program.  Presently the center will provide a $29,000 stipend, which is the same funding RU graduate students receive.  Housing, however, remains an issue.

6. Reports of Subcommittees
a) Inter-institutional Collaboration, Recruitment, and Community Engagement


[Elizabeth Londoño c/o Rhonda Kost]

Dr. Kost reported that on September 15th the center participated in the South Bronx Diabetes Health Fair.  140 individuals signed up at the Center table and 250 Rockefeller University bags with educational materials were distributed.  Dr. Kost noted that more staff would be needed for larger venues, to help in preparation as well as at the information table to speak to people.  Attending the Diabetes Health Fare helped recruiting efforts for the studies led by Drs Lisa Neff, Allegra Grossman, and Lisa Hudgins.  

Dr. Kost noted that the sign up sheets did not protect the privacy of participants. As a result postcards are being produced to provide a more private means of recruitment at these types of events.  Plans for follow up notification are being developed.

Dr. Coller encouraged the members to look for opportunities to work more closely with CDN. 

7. Review of Center Metrics and Resource Utilization
Presently the center is on target in regards to outpatient and inpatient resource utilization. 
8. Assessment of Underutilization, Inappropriate Use, and Low Productivity
M. Neville reported that presently the Financial Status reports are being prepared by the Finance department in collaboration with the Administrative Director and will be due at the end of September for submission to NIH.  A carry over request is going to be developed based on unobligated funds from Year 1. 

9. Review of Budget
Budget review will take place at next months ACCTS meeting.  

10. Strategic Planning Issues
Dr. Coller noted that presently the NIH metric system is different from the Center’s metrics.  Dr. Coller indicated the need to change the scope of the program as these new cuts are implemented.

Dr. Coller suggested that the metrics received from NIH and metrics developed by the CCTS be reviewed at the next ACCTS meeting.

The meeting was adjourned at 11:00 AM

Respectfully submitted,

_________________________________

Maija Neville

ACCTS Administrator

Approved:

_________________________________

Robert B. Darnell, MD, PhD

Chair
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