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

February 28th, 2007
Voting Members Present: J. Krueger (acting chair, ex‑officio), E. Barbour, J. Blumenfeld, J. Breslow, E. Charles, B. Coller, M. Dhodapkar, E. Gotschlich, P. Holt, R. Kost, S. Magnotta, K. McClary, C, Münz, M. Neville, M. Offenhartz, B. O’Sullivan, S. Schlesinger, T. Solomon, K. Wittkowski 

Invited: J. Berger, D. Brassil, B. Kaiser, E. Londoño, M. Suárez-Fariñas
_______________________________________________________________________________
The meeting was called to order at 2:34 PM.

_______________________________________________________________________________
1. Minutes from the Jan. 31, 2007 ACCTS meeting were reviewed and approved.


2. Scientific Review of New Protocols

a. Martin Markowitz, MD  
Steady State Bioavailability of 2 different Viramune Extended Release formulations compared to steady state 400 mg of Viramune® (200 mg BID), in HIV infected subjects, an open label, non randomized, multidose and multistage parallel group study (ERVIR)
[Reviewer: Dr. Edgar Charles]

b. Martin Markowitz, MD  
A Phase 3, Open-Label, Multicenter Study of the Safety of Ritonavir-Boosted GS-9137 (GS-9137/r) Administered in Combination with Other Antiretroviral Agents for the Treatment of HIV-1 Infected Subjects

[Reviewer: Dr. Charles Rice]

c. Sagit Zolotov, MD  
Leptin Treatment for Prevention of the Metabolic and Endocrine Sequelae of Weight Loss: Studies of Patients post gastric bypass surgery

[Reviewer: Dr. Peter Holt]

3. Scientific Review of Ongoing Protocols

a. Martin Markowitz, MD
MMA-0584 – A Phase 2, Randomized Study of the Treatment of Antiretroviral Treatment-Experienced, HIV-1 Infected Subjects Comparing Ritonavir-Boosted GS-9137 (GS-9137/r) Versus a Comparator Ritonavir-Boosted Protease Inhibitor (CPI/r) in Combination with a Background Antiretroviral Therapy (GS-183-0105)

[Reviewer: Dr. Edgar Charles]
b. Martin Markowitz, MD
MMA-0535– A randomized study of treatment with tenofovir DF, emtricitabine, and lopinavir/ritonavir versus no therapy in newly infected HIV-1 infected subjects to determine whether potent antiretroviral therapy alters the virologic setpoint






[Reviewer: Dr. Charles Rice]

c. Robert Darnell, MD, PhD
RDA-0537 – A Phase I/II Study of Autologous Dendritic Cells Pulsed with Apoptotic Tumor Cells (DC/PC3) Administered Subcutaneously to Prostate Cancer Patients






[Reviewer: Prof. Emil Gotschilch]

d. Peter Holt, MD
PHO-0514 – Effect of Folate on Colonic and Blood Cells.






[Reviewer: Prof. Jules Hirsch]

e. Charles Rice, PhD
CRI-0505 - HCV Pathogenesis and Dendritic Cell Immunobiology
[Reviewer: Dr. Sarah Schlesinger]

_______________________________________________________________________________

3. Reports of Director and Co-Director
Dr. Coller thanked all of the ACCTS members that have participated in the NIH Subcommittees recently.  Dr. Coller reported on his experience at the PI Steering Committee meeting.  One topic discussed was the relationship between the subcommittees and the PI Steering Committee.  At the next PI Steering Committee meeting in April, Dr. Coller will discuss the governance issues. One model is to bring at least two (2) of the other subcommittees to meet with PI committee. The feed back from the ACCTS members who are also participating in the steering committees has been positive. One area of concern is the size of subcommittees once 60 CTSA have been awarded.  Dr. Coller also mentioned that at the PI meeting in April he will be adding mentoring of K-12 awardees and future funding under K awards to the agenda for discussion.  

Dr. Coller reported that we submitted our close-out report for the GCRC grant and thanked those who helped in preparing the report. Dr. Coller also mentioned that our annual CTSA report is due May 1st.  We are currently reviewing Center metrics submitted with our application and reviewing budgetary issues.  We are working to insure that Rockefeller University has no carryover at the end of this first award year.  

Dr. Coller shared with the Committee the plans for the new electronic newsletter, which will provide a mechanism to introduce new staff, new programs, and the accomplishments of the Center to the Rockefeller faculty and staff.  At the next meeting of The Hospital Committee Dr. Coller plans to discuss our progress with the CTSA. The Hospital Committee will be invited to participate as our CTSA external advisory board and will be asked to write a report covering our progress, which will then be sent to the NIH.  

Dr. Coller informed the Committee that we will have a site visit by our NIH Project Officer Dr. Daniel Rosenblum on March 28th, 2007. 

Dr. Coller discussed faculty recruitment and encouraged ACCTS members to recommend new candidates.  

Dr. Krueger introduced Dr. Mayte Suárez-Fariñas who has recently been hired to provide Biostatistics services to the center on a part-time basis.  She has developed software, Harshlight, which is currently being used by 2 Universities.  Dr. Krueger explained the purpose and process of Harshlight to the Committee.  Dr. Suárez-Fariñas will also be available to other investigators at the Center one day a week.  

Dr. Krueger stated that the Translational Science Steering Committee worked to define their task as that of translational science; however it is not clear at this time if this structure will be effective since many subcommittees have overlapping needs. 
4.  Reports of Subcommittees
a) Oversight of Core Scientific Resources [Christian Münz and Jan Breslow] 

Dr. Münz discussed the details regarding the purchase of the Luminex.  There is a candidate for the position of Core Director. However, this position should not be filled until the Luminex has been purchased and is set up at the Center.  Dr. Münz explained to the Committee that the large volume of arrays that are done at the Center fully justifies the purchase.  The purchase order has been approved by Dr. Coller and it has been determined that when the Luminex arrives it will be located in an office on the 2nd floor of the Hospital.  Dr. Coller suggests that the new Core Director be trained in using the Luminex by Dr. Daniel Levine at Rogosin Institute.

Dr. Breslow reported that the Viasys Vmax Encore and Trackmaster Treadmill were delivered to the Center on January 8th, 2007.  Five primary users were trained on the set-up and maintenance of the equipment, and then step-by-step procedures for conducting studies on Resting Energy Expenditure and VO2Max during exercise.  Continued practice sessions will be led by Suzanne Magnotta to assure maintenance of skills by all users.

Dr. Breslow stated that Clinical Scholar Dr. Lisa Neff is working to create a Weight Management Clinic at the Center.  A protocol is currently being developed that will allow for the study of overweight and obese volunteers longitudinally, in order to determine why some individuals are able to maintain significant weight loss with conventional therapies, while others are not.  Behavioral, familial, metabolic, and environmental influences on weight loss and maintenance will be examined.  This study will involve a multidisciplinary team and will also require new collaborative relationships with clinicians at local institutions.  A diverse population is expected to be recruited.

b) Biostatistics and Research Design [Knut Wittkowski]


Dr. Wittkowski reported that the WISDOM consultants Insightful, Inc., came to the Center and met with the IT department.  The feedback so far has been very positive.  Dr. Wittkowski also informed the Committee that µStat is working and being used at the Center and at other Institutions. Currently µStat is being used in the Auerbach lab on fanconi anemia studies.  


c) Research Education, Training, and Career Development [Sarah Schlesinger]
The new application form for the K-12 program is being developed with the IT department and should be online within 1 month.  Two medical students have applied for the internship positions available at the Center.  Dr. Schlesinger encouraged the Committee to continue to promote this opportunity to medical students who may be interested.

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




Dr. Kost reported that the NIH Steering Committee meeting was very valuable.  Each Center presented their programs for Protection of Subjects, Regulatory Issues, and GCP.  They consisted of:

1. Ethics consultations, such as research subject advocate programs

2. Education, such as sharing of resources and educational programs

3. The translation of findings about ethics to leadership and PIs.


The goal of making services part of a “one-stop shopping” process to research design was also discussed by the subcommittee.  The goal is to encourage PIs to deal with ethical issues in the design process without them becoming obstacles to the research process.  The subcommittee also hopes to become a resource to the other committees and to the consortium as a whole.


e) Inter-Institutional Collaboration, Recruitment, and Community Engagement [Rhonda Kost]
Dr. Kost reported that she and Elizabeth Londoño, the new CCTS Outreach and Recruitment Specialist, attended the Inter-Institutional Collaboration, Recruitment, and Community Engagement Steering Committee at NIH.  The structures for community outreach at other Centers are very broad and there is a great opportunity for us to learn from their models.  A goal of this Committee is to have education considered an important part of community outreach.  It is vital for leadership to fully respect and value community outreach in order for it to succeed, as well as to have a person at the Center who is well-informed about research, yet is also very knowledgeable about the real needs of the community in order to create genuine associations.

Dr. Kost informed the Committee of other exciting ideas, such as plans that would create leverage with large interest groups, such as teaming up with museums or grade schools. Dr. Kost reminded the Committee that the CTSA funding for outreach is meant to support the infrastructure, not the actual plans.  It would be necessary to look for other, outside funding for ideas such as this.  

Dr. Kost stated that it is very important for us to catalogue the work that has been done here at the Center in order to establish what fits into the category of community outreach and what does not.

f) Participant and Clinical Interaction Resources [Barbara O’Sullivan]
Dr. O’Sullivan handed out a summary of the February 6th meeting of the subcommittee.  The subcommittee defined its mission as:

1. To assure the provision of resources to investigators to support clinical research in an efficient and equitable manner across investigator groups

2. To advise the full ACCTS on matters related to utilization of available resources and the acquisition of new resources.


Dr. O’Sullivan discussed with the Committee the initial goals, the processes of the subcommittee structure, and the proposed next steps that will be undertaken by this subcommittee.  Next steps include, but are not limited to, constructing a list of all “resources” currently available and identifying needs of all University investigators.
5.  Review of Center Metrics and Resource Utilization
Dr. Krueger reported that our Inpatient days continue to remain steady and it is expected we will

utilize all of the days in our award.  The Outpatient visits, however, are low.  Dr. Krueger asked that

the Committee members do all they can to encourage investigators to utilize the Outpatient Research Center in their research.

6.
Assessment of Underutilization, Inappropriate Use, and Low Productivity

None

7.  Review of Budget
The ACCTS decided that there should be rebudgeting in order to purchase a flow cytometer.
8.
Strategic Planning Issues
None


The meeting was adjourned at 4:35 PM

Respectfully submitted,

_________________________________
Maija Neville

ACCTS Administrator
Approved:

_________________________________

James Krueger, MD, PhD  
Acting Chair
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