
The Rockefeller University Center for Clinical and Translational Science
Minutes of the Advisory Committee on Clinical and Translational Science (ACCTS)

October 4th, 2006

Voting Members Present: R. Darnell (chair), B. Coller, E. Gotschlich, T. Solomon, E. Charles, J. Krueger (ex‑officio)

Non‑voting Members Present: K. Wittkowski, R. Kost, E. Barbour, K. McClary, S. Magnotta 

Excused: M. Dhodapkar, Jon Hart, C. Rice, S. Schlesinger

Absent: J. Breslow 

_______________________________________________________________________________
The meeting was called to order at 2:30 PM.

_______________________________________________________________________________
Minutes from the May 31st, 2006 GAC meeting were reviewed and approved.

_______________________________________________________________________________
INITIAL REVIEW

1. Jules Cohen, MD  
Effects of Narrowband UVB Phototherapy on Melanocyte 






Proliferation in patients with Vitiligo 




[Reviewer: Dr. Madhav Dhodapkar]

_______________________________________________________________________________
CONTINUING REVIEW

2. Martin Markowitz, MD

MMA-0578 - A Phase I /II Clinical Trial to Evaluate the Safety and 





Immunogenicity of the HIV-1 DNA Vaccine VRC-HIVDNA009-00-VP 




(GAG-POL-MULTICLADE ENV) in HIV-1 Infected Subjects Treated 




During Acute Infection




 
[Reviewer: Dr. Edgar Charles]

3. Martin Markowitz, MD

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]
4. Martin Markowitz, MD

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]
5. Martin Markowitz, MD

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]

Action: Protocol is reviewed and approved for continuation 

6. Martin Markowitz, MD

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]
7. Martin Markowitz, MD

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]
 
8. Madhav Dhodapkar, MD
MDH-0575 – MDH-0575 - Immunology and Pathobiology of Plasma 




Cell Disorders






[Reviewer: Dr. Sarah Schlesinger]

9. Leslie Vosshall, PhD

LVO-0547 – Perception of Odor Intensity and Similarity





[Reviewer: Dr. Darnell]
10. Jon Blumenfeld, MD

JBL-0496 – Autosomal Dominant Polycystic Kidney Disease





[Reviewer: Dr. Darnell]
11. Jeff Friedman, MD

JFN-0537 – Leptin Treatment for Prevention of the Metabolic and 





Endocrine Sequelae of a Decreased Caloric Intake: Studies of Patients 




on a VLCD





[Reviewer: Dr. Darnell]
______________________________________________________________________
OTHER BUSINESS


Dr. Coller discussed in detail the new governance of the ACCTS.  There are structures and functions that will be new to this Committee, based on the grant proposal.  It will be the charge of this Committee to assure compliance with NIH policies, such as the inclusion of diverse populations in the research being conducted at the Center.  Dr. Coller suggested that this Committee should consider creating a document that clearly states where the Center stands in achieving GCP and what the goals are.  This Committee should also begin to discuss the concept of creating a new core for novel clinical and translational methodologies here at the Center.

We have also received NIH funding to support pilot studies.  We need to inform investigators from both the Hospital, but also the University of this funding opportunity.  We should be willing to fund studies that may not be specifically studying humans now, but that have the potential to lead to a clinical trial in the future.  The ACCTS will be responsible for reviewing the proposals for pilot study and deciding which studies should receive the funding.  It would be extremely helpful to both the applicants as well as this Committee if a template was created to assist investigators in completing their proposal.

Dr. Coller then explained to the Committee that in receiving the CTSA grant we have entered into a collaborative agreement with the NIH.  Therefore a Science Officer has been assigned to oversee the implementation of our grant proposal here at the Center.  The Science Officer will have substantial scientific involvement in this process.  Dr. Coller also announced that Dr. Daniel Rosenblum has been assigned as our NIH Project Officer.  Dr. Rosenblum will be visiting Rockefeller University Hospital on December 15th, 2006.

The Committee reviewed a sample meeting agenda for the new ACCTS, which included reports from the sub-committees and a focus on metrics.  There was concern over the number of items intended for each meeting.  Dr. Darnell suggested he would review possible ways to streamline the scientific review process, as well as the idea that sub-committees should submit a small review of their activity and progress prior to the ACCTS meeting.

Dr. Coller then reported that he and Drs. Schlesinger and Krueger were working on developing a degree granting program at Rockefeller University Hospital.  They are currently in the process of completing the proposal that must be sent in to the State.  The proposal has been sent out to experts for review and we are awaiting feedback.  Once any changes are made based on these reviews the proposal will be sent in.  Our current PhD meets the minimum criteria; however the ability to grant a Master’s degree is needed to satisfy a K-12 grant.

Dr. Coller concluded by thanking Ed Barbour and all who helped in creating a new website to represent the new Center for Clinical and Translational Science.  While the website is still a work in progress it was very satisfying to unveil the new website in conjunction with the receipt of our success in receiving the CTSA grant.

The meeting was adjourned at 4:35 PM

Respectfully submitted,

________________________________

Jennifer Spada

GAC Administrator
Approved:

_________________________________

Robert Darnell, MD, PhD  
Chair
