Charge:
The panel will discuss the challenges and opportunities in human subjects research that emerge as Clinical and Translational Science awardees transform the field of clinical and translational science

Background
As part of the National Institutes of Health Roadmap Initiative, NIH has launched an ambitious effort to "re-engineer the national clinical research enterprise" through development of a national network of Clinical and Translational Science Awards (CTSAs). These create distinct academic homes for the entire spectrum of clinical research within academic health centers. The CTSAs will support research ranging from basic "bench-to-bedside" translational research to the conduct of multi-center trials and research in community settings. CTSAs are expected to integrate existing elements such as General Clinical Research Centers, clinical trial offices, research design, biostatistics and informatics, career development (i.e., K-type awards) and core laboratories under a common governance core. The NIH funded the first 12 CTSA's in October 2006.  The CTSA Consortium is projected to include 60 centers by 2012. Development of the CTSA Consortium raises a number of challenges and opportunities for human research protections programs at the host institutions and nationally. The challenges and opportunities include: (1) a range of emerging ethical issues in protocol design and consent procedures, (2) the development of pro-active processes that will permit identification and resolution of ethical issues and protocol-specific questions, (3) the establishment of uniformity of the review process among a multitude of IRBs, (4) the development and implementation of alternative models for IRB review; (5) the establishment of ethically acceptable policies for data sharing, privacy and integrity of public databases, and (6) the encouragement of community engagement and participation, including protocol design and consent procedures in non-traditional research settings.

The Panel:
Four presentations of 20 minutes each will cover four main areas:

An overview of the CTSA program by an NCRR representative & a CTSA investigator

An investigator’s perspective of the implementation of the NIH vision

A CTSA IRB administrator’s perspective of challenges to CTSAs

A CTSA IRB member’s perspective of opportunities afforded by the CTSA Consortium

