The Rockefeller University Center for Clinical and Translational Science

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

April 30th, 2008

Voting Members Present: Ed Barbour, Edgar Charles, Barry Coller, Emil Gotschlich, Peter Holt, Rhonda Kost, James Krueger, Suzanne Magnotta, Marty Markowitz, Maija Neville, Melissa Offenhartz, Barbara O’Sullivan, Terry Solomon, Mayte Suarez- Farinas, Knut Wittkowski 

Invited: Donna Brassil, Justin O’Connor, Suyan Tian

______________________________________________________________________________

The meeting was called to order at 2:40pm

_______________________________________________________________________________

1. Minutes from the April 2nd, 2008 ACCTS meeting were reviewed and approved.
2. Continuing Reviews

a) Mary Jeanne Kreek
MKR-0005 - Molecular and Neuroendocrine Profile in Normal Healthy Volunteers and Volunteers with Specific Addictions.

[Reviewer: Dr. Barry Coller]
b) Mary Jeanne Kreek
MKR-0004 - Studies of Long-Acting Opioid Metabolism, Disposition, Drug Interactions and Effects.
[Reviewer: Dr. Barry Coller]
c) Robert Darnell
RDA-0611 - A phase I study of autologous dendritic cells pulsed with autologous apoptotitc tumor cells (DC/AAT) administered intradermally to cancer patients with brain tumors.
[Reviewer: Dr. Emil Gotschlich]
d) Jan Lunemann
JLU-0609 - Natural Killer Cell Phenotypes and Functions in Multiple Sclerosis

[Reviewer: Dr. Sarah Schlesinger]
3. Exempted Protocols

a) Leslie Vosshall
LVO-0539 - Genetic Basis of Specific Anosmias.
[Reviewer: Dr. Arleen Auerbach]
b) Martin Markowitz
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]
c) Martin Markowitz
MMA-0610 - A Phase II, Randomized Trial of Open-Label Truvada with Atazanavir/ritonavir versus Multi-class Therapy with Truvada, Atazanavir/ritonavir, Maraviroc and Raltegravir in Acutely HIV-1 Infected Antiretroviral-Naïve Subjects (ADARC 2007-01)

[Reviewer: Dr. Edgar Charles]
d) James Krueger
JKR-0338 - A STUDY TO DETERMINE THE EFFICACY OF WHOLE-BODY NARROWBAND UVB PHOTOTHERAPY (TL-01) IN CAUCASIAN AND DARKER SKIN TYPES

[Reviewer: Dr. Emil Gotschlich]
e) Kavita Dhodapkar
KDH-0481 - Evaluation of Autoimmune Response in Patients with Primary Brain Tumors

[Reviewer: Dr. Emil Gotschlich]
4. Reports of Director and Co-Director

Dr. Coller reported that he attended the CTSA Consortium Oversight Committee (CCOC) meeting in Chicago April 27th-28th.  Dr. Krueger and Dr. Kost were in attendance.  Dr. Kost presented recommendations regarding the role of the Research Subject function. The CTSA PIs voted unanimously to adopt the principles recommended by the task force. 
Those principles are: 
1. The research subject advocacy functions should include a reporting pathway to institutional officials of appropriate authority and free of conflict of interest. 
2. The research subject advocacy functions should be complementary to and integrative with existing entities at the institution to promote and facilitate safe and ethical conduct of human research. 
3. The research subject advocacy functions should have, or have direct access to, an authority that can temporarily suspend a research activity based on ethical and safety concerns so that problems can be explored or resolved through proper procedures. This capacity enables preliminary intervention into problems that might not necessarily invoke an IRB suspension. 
4. The research subject advocacy functions should be a resource to the research community and to participants, have a voice in policy regarding research ethics, participants’ rights and research safety, and play a role in the protection of human subjects and responsible conduct of research educational programs of the institution. This is the first set of recommendations adopted by the CTSA PIs and marks an important milestone in the development of the CTSA program.  This has great symbolic value, as well, because it demonstrates the CTSA PIs’ focus on the protection of human subjects, which is a crucial component of insuring community trust in clinical research.

Dr. Coller reported that after the CCOC meeting he proposed to the other PIs the creation of a 
Society for Clinical and Translational Science that would have an annual meeting as well as be 
responsible for public education programs on behalf of clinical and translational research.  


Dr. Coller noted that he advocated for funding to host a Center for Clinical and Translational 
Science retreat and it was approved.  This retreat will be funded by the RU administration and 
will take place before the next annual review scheduled for March 2009.


Dr. Coller reported on the progress being made to create a Certificate Program in Clinical and 
Translational Science for MD and MD-PhD students, as well as postdoctoral fellows.  


Dr. Coller presented a molecular model of the platelet receptor αIIbβ3 created as part of an RU 
SMART Team Outreach program. This outreach program links students with scientists so that 
they can learn about laboratory science.  The plastic model was created using a 3D printer. Dr. 
Coller will now travel to Brooklyn to meet with the students from the “Smart Team” to explain the 
model and discuss careers in science.  

Dr. Coller noted that he would be delighted to have RU become a Smart Team Center. There is funding to have teachers travel to Wisconsin to be trained in model building. It would, however, be the Center’s responsibility to find the schools and students.  Dr. Coller felt that it would be a great outreach program that would not only provide an enriched scientific opportunity for the students but for the Center as well.  The Science Outreach Program, administered by Dr. Bonnie Kaiser and Joe Alonzo, can help partner scientists in the Center with present, former, and future Outreach teachers who are ready to take that next step into RU-SMART.

Dr. Coller reported that progress has been made with Dr. Casanova’s recruitment to RU.


Dr. Krueger reported that at the last PI Meeting there were a number of Centers eliminating their 
GCRC programs because the funding was inadequate for them to maintain their facilities.

5. Reports of Subcommittees

a) Participant and Clinical Interaction Resources [Barbara O’Sullivan]

Dr. O’Sullivan presented a tracking system for for identifying the commitment and utilization of Center resources.  This tracking system was designed to help set priorities for conducting studies and negotiating budgetary issues.  Dr. O’Sullivan asked for the board to review the documents and provide feed back in order to refine the outline. The response from the committee was overwhelmingly positive. A copy of the tracking system is attached.

b) Informatics [Ed Barbour]

Edward Barbour reported that the Informatics core developed a questionnaire for the Clinical Scholars to complete that will assess what they want from the Scholars Program as well as their likes, dislikes and any ideas they have to make the program better.

c) Inter-Institutional Collaboration, Recruitment, and Community Engagement [Rhonda Kost]

Dr. Kost noted that the committee was excited about the “Smart Team” outreach initiative and will be developing a plan to identify appropriate schools and teachers.  

Dr. Kost reported that on May 8th the advisory committee would be co-hosting a Media Training Session for Clinical Scholars with the Communications Department.

Dr. Kost announced that a Recruitment Specialist has been hired and will be starting on May 19th.

Dr. Kost reported that community engagement regional workshops will be occurring all around the New York City area; the first will be taking place in September at Cornell.

d) Biostatistics and Research Design [Knut Wittkowski]

Dr. Wittkowski announced that the mu STAT grid has been updated, and all of the impediments to its use have been resolved.  

6. Review of Center Metrics and Resource Utilization – Utilization is at 80%

7. Assessment of Underutilization, Inappropriate Use, and Low Productivity – Nothing to Report
8. Review of Budget – Nothing to Report- The budget review for Year 02 of the CTSA award will take place at June’s meeting.  
9. Strategic Planning Issues – Nothing to Report
The meeting was adjourned at 4:35 pm

Respectfully submitted,

_________________________________

Maija Neville

ACCTS Administrator

Approved:

_________________________________

Robert B. Darnell, MD, PhD

Chair

