CLINICAL TRIAL AWARD

Advancing Basic Science into the Clinic: Are You Ready to

Take the Next Step?

Clinical research bridges the gap between basic research and the
development and deployment of future therapeutics. The Clinical
Trial Award is designed to sponsor Phase |, Phase I/1l, and Phase
Il clinical trials of novel interventions that have the potential to
revolutionize the prevention, detection, diagnosis, or treatment
of prostate cancer. Exploratory clinical trials may be submitted,
but they must be accompanied by a Phase | clinical trial. Principal
Investigators (Pls) also are encouraged to pursue correlative
studies. This award may not be used to support preclinical
research studies.

The emphasis of this award is on the rapid execution of clinical
studies to accelerate the progression of promising discoveries
from bench to bedside. Thus, it is expected that clinical trials will
be initiated within 6 months of the award date. Investigational
New Drug (IND)/Investigational Device Exemption approvals should
be in process or completed before applying to this mechanism.
IND approvals must be received by April 30, 2008.

Applications, in the form of a clinical protocol, must include the
professional qualifications of the Pl and key personnel, detailed
descriptions of the recruitment and informed consent processes,
clearly defined and appropriate endpoints, and a statistical plan.
Funding can be requested for a maximum of $750,000 for direct
costs for up to a 3-year performance period, plus indirect costs
as appropriate. Peer review will emphasize the trial design, the
intervention, and the potential impact of the study on prostate
cancer. See the program announcement for additional criteria.

Pre-applications (Letters of Intent) are due by July 19, 2007
Proposals are due by August 9, 2007

This document is a synopsis of details specific to the Fiscal Year 2007 (FY07) Prostate
Cancer Research Program (PCRP) Clinical Trial Award. A detailed description of this
award mechanism along with specific evaluation criteria, submission requirements, and
deadlines are available in the FY07 PCRP Clinical Trial Award Program Announcement
found at:

http://lwww.grants.gov

For more information about the PCRP, please go to http://cdmrp.army.mil/.




