
The Rockefeller University Center for Clinical and Translational Science

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

May 2nd, 2007

Voting Members Present: R. Darnell (Chair), J. Krueger (acting chair, ex‑officio), E. Barbour, J. Blumenfeld, J. Breslow,  E. Charles, B. Coller, E. Gotschlich, P. Holt, R. Kost, S. Magnotta, M. Neville, M. Offenhartz, B. O’Sullivan, S. Schlesinger, T. Solomon, K. Wittkowski
Invited: J. Berger, B. Kaiser, E. Londoño, 
_______________________________________________________________________________

The meeting was called to order at 2:37 PM.

_______________________________________________________________________________

1. Minutes from the April 4th, 2007 ACCTS meeting were reviewed and approved.


2. Assignment of ACCTS Scientific Reviewers
Dr. Krueger reported that due to the lack of reviewers it has been suggested that a permanent list of reviewers be established.  Dr. Krueger noted that the main concern is that there are a number of unassigned reviewers, more specifically the lack of reviewers for the “open labs”

Dr. Darnell suggested that this new implementation be reviewed and worked over by the ACCTS Chair and from that a list of Reviewers is going to be generated as well as a list of the protocols they are currently reviewing. 
3. Scientific Review of New Protocols

a. Martin Markowitz, MD
Mucosal and Innate Immune Responses and Viral Reservoirs in Tissues and Cells during Acute HIV Infection, Version 1.0 (CHAVI 012)

[Reviewer: Dr. Edgar Charles]

b. Martin Markowitz, MD
A pilot study of the New York HIV Transmission Study: PROJECT HITS-NY. Illicit drug use and social network effects among at risk and recently / acutely HIV-1 infected MSM.

[Reviewer: Dr. Edgar Charles]

c. James Krueger, MD, PhD
Comparative assessment of tools used to measure severity of psoriasis

[Reviewer: Dr. Madhav Dhodapkar]

d. Sarah Schlesinger, MD
A Single-Patient Study Using AGS-006 as an Immunotherapeutic in a Subject with Newly Diagnosed Resectable Pancreatic Cancer

[Reviewer: Dr. Charles Rice]

4. Scientific Review of Ongoing Protocols

a. Martin Markowitz, MD
MMA-0510 - A Phase 3, randomized, open-label, multicenter study of the treatment of antiretroviral-naive, HIV-1-infected patients comparing tenofovir disproxil fumarate and emtricitabine in combination with efavirenz versus combivir (lamivudine/zidovudine) and efavirenz (GS-01-934)

[Reviewer: Dr. Edgar Charles]

b) Mary Jeanne Kreek, MD
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]

c) Mary Jeanne Kreek, MD
MKR-0004 - Studies of Long-Acting Opioid Metabolism, Disposition, Drug Interactions and Effects

[Reviewer: Dr. Barry Coller]

d)  James Krueger, MD, PhD
JKR-0338 - A Study to Determine the Efficacy of Whole-Body Narrowband UVB Phototherapy (TL-01) in Caucasian and Darker Skin Types 

[Reviewer: Dr. Madhav Dhodapkar]

e)  Leslie Vosshall, PhD
LVO-0539 - Genetic Basis of Specific Anosmias

[Reviewer: Dr. Arleen Auerbach]

_______________________________________________________________________________


5. Reports of Director and Co-Director
Dr. Coller thanked ACCTS members for their participation in ACCTS subcommittees.

Dr. Coller reported that he attended the PI steering committee meeting on April 17th, 2007 in Bethesda, Maryland. He served as interim chair and so he prepared the agenda for the meeting. Dr. Rob Califf and Dr. Lars Berglund volunteered to serve as co-chairs of the PI Steering Committee going forward. Coordination between the PI steering committee and subcommittees was discussed extensively. Dr. Coller raised the issue suggested by Dr. Robert Darnell of preparing a registry of patients with rare diseases at the CTSA PI Steering Committee and there was considerable interest in this initiative. Dr. Ho stressed the importance of complying with HIPPA regulations when identifying potential patients who would benefit from RU research.  

Dr. Coller discussed the need to develop a new subcommittee of the ACCTS on Technology Transfer and Private Sector Partnering. The Subcommittee will be charged with reviewing current policies and procedures and identifying opportunities to facilitate the processes and educate investigators about the resources and policies. In addition, the Subcommittee will be requested to identify metrics that can be used to assess whether we are achieving the goals we set. An invitation to join the committee will be sent to Terry Solomon, Dr. Madhav Dhodapkar, Kathleen Denis and Dr. Daniel Levine. Dr. Coller noted that PIs should be encouraged to notify the Center of their industry interactions.  Efforts will be made to generate templates for MTAs and contracts that reflect Rockefeller’s preferred language.

Dr. Krueger reported that the first Annual Progress Report (APR) was submitted.  In drafting the renewal the question was posed as to the definition of Center-related research.  With respects to the last 7 months, of the 145 articles published, only 10 publications specifically acknowledged the CTSA award.  Going forward, all potential publications with any translational association should report CTSA support. Dr. Coller noted a number of ways of keeping the Center updated on publications:

Email notifications

E-newsletter notifications

Dr. Krueger reported that the Center has not yet fully spent or encumbered the funds in the budget for the fiscal year.  Dr. Coller requested that the ACCTS identify any equipment purchases that are needed, and provide the information to M. Neville.  

6. Reports of Subcommittees

a) Research Study Design and Biostatistics [Dr. Knut Wittkowski]
Dr. Wittkowski reported that Ting Ting Song has been hired to head muSTAT.  Dr. Auerbach recently used muSTAT to tentatively identity a new protein that interacts with the Fanconi protein complex. A new grid will allow for muSTAT to run more efficiently. Dr. Wittkowski will update the Center on the advances being made via email, and prepare a sign-up template for those who wish to have access to the program in muSTAT. Dr. Coller suggested using the new eNewsletter to notify people about muSTAT’s availability.

b) Oversight of Core Scientific Resources  [Dr. Christian Münz]
Dr. Münz announced the hiring of Juana Gonzalez, Immunophenotyiping Core Director.  Dr. Münz also announced the set up of the flow cytometer. The system is now ready and investigators can sign up for access. Initially CCTS PIs will have priority. 

The Luminex has also arrived and been installed. Training will begin shortly. The Center as a whole will be notified via email to announce training sessions.  This new system will be linked directly to the central storage file to allow general access.  

c) Inter-institutional Collaboration, Recruitment, and Community Engagement [Elizabeth Londoño]
Ms. Londoño reported that the Inter-institutional Collaboration, Recruitment, and Community Engagement subcommittee met on April 25th. Dr. Jonathan Tobin, President/CEO of the Clinical Directors Network (CDN) was in attendance.  Dr. Tobin left materials about CDN, which Ms. Londoño distributed to the ACCTS Committee. The current goal is to partner with CDN to increase RU visibility within the community.  

Outreach efforts are being made to have PIs prepare web casts on topics related to their current protocols, Ms. Londoño reported that Dr. Markowitz is currently in the process of setting up a web cast for June 20th on one of his HIV protocols in recognition of National HIV testing day, which is held annually on June 27th.  

Dr. Coller reported that he was impressed with CDN’s partnerships with community health centers throughout New York State.  Dr. Coller supported Ms. Londoño’s suggestion to participate in the HIV web cast, because it would both provide education for community physicians and could theoretically be used as a recruitment tool.  The web cast system could potentially foster new ties with communities with little or no access to the Center. This will allow patients the opportunity to participate in studies and reduce health disparities.

Ms. Londoño recommended that investigators and coordinators become more involved in protocol development to help centralize and improve recruitment practices.  Ms. Londoño reiterated that she is still cataloguing PI outreach activities and would request ongoing support from ACCTS in this initiative. Dr. Coller suggested that each PI be given a log that could be continuously updated as PIs perform their outreach activities. Potentially this information could be stored in one central location electronically.

d) Research Education, Training, and Career Development [Dr. Sarah Schlesinger]

Dr. Schlesinger provided notes from the Research, Education and

Training sub-committee meeting she attended in Bethesda on April 20th. Dr. Schlesinger also noted that a system should be set in place to track Scholars’ applications as required by the K-12 program. 
7. Review of Center Metrics and Resource Utilization


M. Neville provided ACCTS committee members with April 2007 and year-to-date inpatient and 
outpatient census data:







Inpatient Days



Outpatient visits

April 2007 actual


149





446



Award year-to-date


1,056





2,700




Year 1 Projection


1,800





4,500

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

Dr. Krueger noted that to date the center has reported 1,056 inpatient days and 2,700 outpatient days utilized.  A hand out was distributed to the ACCTS Committee detailing year-to-date plus actual center utilization. 
9. Review of Budget

M. Neville reported that she is currently identifying CCTS equipment purchases needed for the 
Center by the end of the budget year.  

10. Strategic Planning Issues

None


_______________________________________________________________________________

The meeting was adjourned at 4:31 PM

Respectfully submitted,

_________________________________

Maija Neville

ACCTS Administrator

Approved:

_________________________________

James Krueger, MD, PhD  

Acting Chair
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