The Rockefeller University Center for Clinical and Translational Science

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

December 5th, 2007

FINAL

Voting Members Present: Robert Darnell, Jon Blumenfeld, Edgar Charles, Barry Coller, Emil Gotschlich, Peter Holt, Rhonda Kost, James Krueger, Maija Neville, Melissa Offenhartz, Barbara O’Sullivan, Terry Solomon, Knut Wittkowski, Mayte Suarez
Invited: Justin O’Connor, Donna Brassil, Elizabeth Londoño, Bonnie Kaiser

_______________________________________________________________________________

The meeting was called to order at 2:35pm

_______________________________________________________________________________

1. Minutes from the October 31st, 2007 ACCTS meeting were reviewed and approved.


2. Scientific Re-Review of Protocols

a) James Krueger
The Natural History of Pigmented Skin Lesions 

[Reviewer: Dr. Emil Gotschlich]

b) 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. Emil Gotschlich]

3. Scientific Review of Ongoing Protocols

a) Peter Holt
PHO-0554 - High Calcium vs. Low Calcium Intake in the Presence of High Vitamin D:  Effect on Gene Expression in the Colon

[Reviewer: Dr. Edgar Charles]

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

[Reviewer: Dr. Edgar Charles]

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

[Reviewer: Dr. Edgar Charles]

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

[Reviewer: Dr. Barry Coller]

e) Barry Coller
BCO-0417 - Studies of the interactions among normal and abnormal blood cells and between normal and abnormal blood cells and the vessel wall, and Studies of genetics and functional basis of inherited platelet, white blood cell, red blood cell and coagulation disorders

[Reviewer: Dr. Emil Gotschlich]

f) Robert Darnell
RDA-0466 - A Phase I/II Study to Evaluate the Toxicity and Activity of the Subcutaneous Administration of Autologous DCs Pulsed With Apoptotic LNCaP Prostate Tumor Cells in Prostate Cancer Patients

[Reviewer: Dr. Emil Gotschlich]

4. Reports of Director and Co-Director

Dr. Coller started by thanking everyone for attending the December ACCTS meeting. Dr. Coller reported that there is a PI meeting scheduled for January 15 and 16, which will focus on the recent and upcoming budget cuts,.

Dr. Coller reported that on Monday, December 3rd he attended the NCRR strategic planning meeting in Rockville, MD. Dr. Coller reported that a brief discussion of the recent budget cuts took place. PIs are looking to outside opportunities aside from the CTSA for money and resources.

Dr. Coller reported that CCTS senior staff is conducting strategic planning, with a specific focus on GCP and IT.   Once the strategic plans have gone through final senior management review they will be presented to the ACCTS for final review and approval.  

Dr. Coller noted that Maija Neville, ACCTS Administrator is presently working with NIH/NCRR on a carry over request in the amount of $130K from our KL2 award in year 01.  

Dr. Coller reported that this year’s budget cut is 2.9% and next year it will be 5%.  It is unclear what the cuts will be in the next 2 years, but it is assumed that they will be in the range of 10-15%. Dr. Coller has spoken with Dr. Nurse about Rockefeller’s public advocacy position in regard to the recent budget cuts and the University supports the CTSA program as originally conceived and funded. Presently the Center is taking the necessary steps in order to avoid program and resource cuts internally.

Dr. Coller reported that a new CCTS Analytic core has been developed in response to requests from investigators and increase resource utilization. 

Dr. Darnell noted that the new core would be very useful and he described the bioinformatics needs of the new high throughput DNA sequencing instrument he obtained for the University.

Dr. Coller reported that having had the opportunity to participate in the NCRR new technology breakout session, he anticipates that the Center will need to vastly increase its data collection and processing capabilities in order to keep up with the anticipated increases.  Dr. Coller suggested a core subcommittee be put in place to anticipate how the Center will meet these needs.

Dr. Coller reported on the recruitment efforts of Dr. Casanova. He currently is being formally reviewed by the University Committee.

Dr. Coller reported that Drs Nathan, Goldstein and Benz will serve as the core of the Center’s external review committee in March.
5. Reports of Subcommittees

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


[Elizabeth Londoño & Dr. Peter Holt]

Ms. Londoño reported that Dr. Neff conducted a CDN Webcast on November 16th, and Dr. Coller would be conducting a webcast on December 13th at noon.  Both webcasts have been advertised by the CDN list serve.

Ms. Londoño reported that on November 28th the Community Engagement Committee met with Council member Rivera’s office to discuss possible collaborative efforts.  It has been suggested that the Center host a live webcast at a local Bronx Center with City Officials and media present.  Ms. Londoño suggested a visibility campaign because Rockefeller is not well known by the general population.

Suggestions to aid the University’s visibility include:
· 10 minute slots in NY1

· Radio Advertisements

· Newspaper inserts with Center related scientific facts.


The visibility campaign could be integrated into the Centennial celebration.

Dr. Coller suggested that the visibility initiative should be included in the Community Engagement Strategic Plan before making any final decisions. 

b) Technology Transfer and Private Sector Partnering

[Teresa Solomon]

Ms. Solomon reported that the Public Private Partnership (PPP) subcommittee has proposed generating a “sanitized” pharmaceutical licensing template in order to have a universal form for all CTSAs to use. A “best practices” meeting is scheduled for June.
c) Protection of Human Subject, Regulatory Issues and GCP


[Dr. Rhonda Kost] 

Dr. Kost gave a GCP update.  In response to a request from the Dr. Coller, members of the subcommittee have drafted a draft strategic plan for the Center-wide implementation of GCP. It has been circulated among numerous members of the subcommittee and the research community for comment, including Edward Barbour, Donna Brassil, Jean Jenkins, Kim Bazylewicz, Melissa Offenhartz, and Drs. Coller and Krueger.  Not all members have yet had the opportunity to comment.  Additional revisions are underway. The next draft will be circulated to the rest of the subcommittee and presented to the senior administrative staff.  Ultimately, the GCP strategic plan will be brought before the ACCTS for review and adoption as a comprehensive strategy for the Center.  Key aspects of the plan involve the integration of various processes and policies affecting the conduct of research. The major objective remains to support the research community in the efficient and GCP-compliant development and conduct of translational research at the Center.

Dr. Kost noted that the expected timeframe to see the first draft of the proposed implementation is early January.

d) Oversight of Pilot and Collaborative Translational and Clinical Studies

[Dr. James Krueger]

Dr. Krueger noted that Jan D. Lünemann’s request for Pilot funding was not reviewed by the board. Dr. Krueger requested Board support to approve the pilot project.

Dr. Krueger suggested creation of an online virtual room to track pilot project submissions as well as approve funding.
6. Review of Center Metrics and Resource Utilization

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

8. Review of Budget

9. Strategic Planning Issues

The meeting was adjourned at 4:05pm

Respectfully submitted,

_________________________________

Maija Neville

ACCTS Administrator

Approved:

_________________________________

Robert B. Darnell, MD, PhD

Chair
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