The Rockefeller University Center for Clinical and Translational Science

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

July 18th, 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: E. Londoño, 

_______________________________________________________________________________

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

_______________________________________________________________________________

1. Minutes from the June 6th, 2007 ACCTS meeting were reviewed and approved.


2. Scientific Review of New Protocols

a) Martin Markowitz
A study of the safety, tolerability, and pharmacokinetics of KD-247, a humanized monoclonal antibody that recognizes the principal neutralizing determinant of HIV-1 in asymptomatic HIV-1 seropositive individuals who are not receiving concurrent antiviral therapy (KD-1002)

[Reviewer: Dr. Edgar Charles]
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b) Martin Markowitz
A Two-Arm, Single Site, Proof of Concept Study of the Antiviral and Immunological Effects of Intensification of Suppressive Antiretroviral Therapy with Maraviroc, a CCR5 Antagonist (ADARC 2007-02) 

[Reviewer: Dr. Edgar Charles]
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c) Lisa Hudgins
Fructose-Induced Palmitate Synthesis in Overweight Subjects
[Reviewer: Dr. Peter Holt]
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d) David Ho 
Evaluation of Local Reactogenicity and Systemic Reactogenicity Following Serial Administration of ADVAX, a Clade C DNA Vaccine, ADVAX e/g + ADVAX p/n-t, by Ichor TriGrid in vivo Electroporation to HIV-Uninfected, Healthy Volunteers 

[Reviewer: Dr. Christian Munz]
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e) Arleen Auerbach
Derivation and study of human embryonic stem cells from Fanconi anemia embryos
[Reviewer: Dr. Barry Coller]
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3. Scientific Re-Review of Protocols
a) Ralph Steinman
RST-0469 -Regulatory T Cells and Dendritic Cells During HIV-1 Infection (Expedited)

[Reviewer: Dr. Christian Munz]

4. Scientific Review of Ongoing Protocols
a) Peter Holt
PHO-0588 - Colorectal Inflammatory Response to a Western-Style Diet

[Reviewer: Dr. Jules Hirsch]















5. Reports of Director and Co-Director

Dr. Coller reported to the board that the second edition of the eNewsletter was released with positive feedback from the NIH with regards to CDN outreach. Dr. Coller reported that the next eNewsletter will highlight the 5 new Clinical Scholars.  Dr. Coller reminded the ACCTS committee of two important notices in the current eNewsletter, request for pilot funding due September 4th and funding for medical students for fiscal year 08-09.  

6. Reports of Subcommittees

a) Research Study Design and Biostatistics

    
[Dr. Knut Wittkowski]

Dr. Wittkowski reported that since Tingting Song was hired as a full-time biostatistical programmer http://cctsnews.rockefeller.edu/viewArticle.php?id=91&rss_timestamp=1183662845
 <http://cctsnews.rockefeller.edu/viewArticle.php?id=91&amp;rss_timestamp=1183662845>. She has extended the software on the MuStat http://muStat.rockefeller.edu <http://mustat.rockefeller.edu/> web server  to allow for hierarchically structured variables and has developed subroutine packages to make the algorithm for statistical analysis of multivariate ordinal data publicly available in the program languages R and S-Plus on CRAN (http://cran.r-project.org/src/contrib/Descriptions/muStat.html <http://cran.r-project.org/src/contrib/Descriptions/muStat.html>) and CSAN (http://csan.insightful.com/PackageDetails.aspx?Package=muStat), respectively. Her software and her assistance in the use of MuStat were instrumental in the detection of a candidate gene for DNA damage repair by the Auerbach Lab. She is available for assistance with other projects as well. 


Dr. Wittkowski noted that through collaboration with the Rogosin Institute (http://www.rogosin.org/ <http://www.rogosin.org/>) and the REDCap consortium, (http://www.iwg-online.org/projects/redcap/redcap_participants.php <http://www.iwg-online.org/projects/redcap/redcap_participants.php>) and with CTSA/GCRC (and other) members from Puerto Rico, Wisconsin, Mayo, Cornell, Oregon, New Mexico, Minnesota, Pittsburgh, Case Western, Cincinnati, and UMDNJ, the RUH BERD department has reached the next milestone in the development of WISDOM. Marina Balina (Rogosin) has written a module that extracts the information of all data entry forms in a given study from the WISDOM meta data base and creates a file that is imported by REDCap. The first demo was given on July 17, 2007. An example of resulting forms can be seen in REDCap at the URL given below. Thus, we can now assist investigators with setting up a data entry system, where research data can be entered through a browser from any computer (or BlackBerry). 

Dr. Wittkowski  also noted the integration of methods, tools, packages, Web services, ontologies, and collaborations being provided to investigators by the RUH CCTS BERD department were outlined at the first CCTS BERD subcommittee meeting on May 17, 2007, at the NIH (http:// <http://ctsaweb.org/Docs/Biostatics/05172007/Rockefeller.ppt> ctsaweb.org/Docs/Biostatics/05172007/Rockefeller.ppt http://ctsaweb.org/Docs/Biostatics/05172007/Rockefeller.ppt) and the implications for Clinical Research and Personalized Medicine were discussed on July 5, 2007 at New York University ( cctsnews.rockefeller.edu/viewArticle.php?id=97&rss_timestamp=1183663791 ).

b) Oversight of Core Scientific Resources


    
[Dr. Christian Münz]

Dr. Münz reported that the Translational Immunomonitoring Resource Center (TIRC) is now fully equipped and staffed. The TIRC is headed by Dr. Juana Gonzalez and contains one BD LSR II flow cytometry analyzer and one Luminex multiplex machine. Since July 6, 2007, these TIRC instruments can be reserved online at www.rockefeller.edu/tirc/.

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


[Elizabeth Londoño & Dr. Peter Holt]

Ms. Londoño reported that the first CDN webcast aired on 6/20/07, “Acute HIV Infection- Clinical Presentation, Diagnosis and Management” was the topic and was presented by: Dr. Marty Markowitz from ADARC.

The Community Engagement Sub-Committee met on Thursday, June 21st, 2007.  Ms. Londoño announced the next meeting is scheduled for Wednesday, July 25th, 2007.

Lastly Ms. Londoño noted that Patient Screening, Recruitment and data management continues to be a challenge because of the lack of a centralized tracking system.  Ms. Londoño has developed a potential short-term solution until iRIS is ready to launch:  

· Developed the “input face-sheet”- positive feedback from Coordinators and PIs.

· Remaining Issues: need to build consensus around best way to track screen/enrollment information. The ADP system is inadequate and we do not want to duplicate databases. We need to decide on a platform where the database will be stored.

d) Technology Transfer and Private Sector Partnering

[Teresa Solomon]

Ms. Solomon provided the following topics presented at the CTSA PPP steering committee meeting held at NIH on June 6:

· Priority workgroup topics for efforts possible via a consortium alliance effort were established. They include aggregating intellectual property; creating standardized agreements (confidentiality, IP, MTAs, clinical trial agreements); inventorying resources available to share; inventorying existing curriculum and programs; addressing the technology and funding gap; and developing shared education resources concerning entrepreneurial awareness.

· NIH’s Office of Technology Transfer’s new Synapse Project to Link Database Searching. This tool will be available to CTSA members (for a fee). 

· Partnership with FDA on the Clinical Path to Medical Product Development.

· FAQ’s from FDA’s website were provided to subcommittee members to explain about this initiative reported at the meeting. Opportunities to create more effective tests and tools for accelerating evaluation of new product safety and efficacy are listed on the FDA web site. It was suggested that a FDA representative speak about the Critical Path of medical product development at the RU Wednesday series so investigators are aware of potential Critical Path research opportunities that may align with their research scope and the role FDA is striving to accomplish as a collaborator with researchers. 

e) Protection of Human Subject, Regulatory Issues and GCP


[Dr. Rhonda Kost] 

Dr. Kost reported that the subcommittee had not met since its last report to the ACCTS.  The current report highlights selected activities within the Center.  The Subcommittee will meet prior to the next meeting of the ACCTS scheduled for October 3rd, 2007.

Dr. Kost provided an update on activities and overall progress of GCP, The Office of Translational Research Facilitation and the Clinical Research Support Office jointly sponsored a day long training seminar in GCP. The invited speaker was Brian Bennett, a frequent speaker at ACRP meetings.  

The workshop was held on Thursday July 12th, 2007, 41 individuals attended the daylong event and roughly half were still present at the end of the day. 26 evaluation forms were returned at the end of the session.  Dr. Kost noted the following comments from the evaluations that were returned:

· 19/26 rated the presentation ‘excellent’ in all or nearly all categories.

· 7/26 rated the presentation ‘very good’ in all categories.

· 22/23 responded ‘yes’ that they would like additional training in GCP.

· 1/23 reported  ‘no’  to more training because GCP does not apply to his/her work

· 13/26 offered suggestions for additional topics:

· SOPs for AEs

· More on AEs

· Study management

· All topics, in more depth (2 replies)

· Industry level training

· QA/QI

· Study design/implementation

· Non-IND study ‘GCP’

· More on source documentation

· The role of the RN in research

· Specimen processing

Dr. Kost provided an update on iRIS and noted that the IT team has been demonstrating the electronic IRB and study conduct/management system to senior staff in a series of weekly presentations. Sr. staff has provided valuable feedback.  This process is anticipated to be completed after another 2-3 hours of presentation.  The next milestone for the IT team is to produce a testing/training/rollout/implementation plan to senior staff for discussion.

7. Review of Center Metrics and Resource Utilization






Inpatient Days



Outpatient visits

June 2007 actual


95





430



Award year-to-date


1,251





3,598



Year 1 Projection


1,800





4,500







69.5%





80%


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


None discussed 

9. Review of Budget


Budget review will take place at the next ACCTS meeting 


10. Strategic Planning Issues


None

The meeting was adjourned at 4:00 PM

Respectfully submitted,

_________________________________

Maija Neville

ACCTS Administrator

Approved:

_________________________________

James Krueger, MD, PhD  

Acting Chair
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