To:

Kenneth E.  Kratz, PhD


Chairman, IRB

From:

XXXX XXXX

XXXX XXXXX, MD


Regulatory Coordinator
Principal Investigator

Date:

26 November 2006
Re:

New Study Application
IRB # new: A randomized, double-blind, placebo-controlled, phase III study of XXXXXXXX XXXX XXXX
Please find enclosed an application for approval of the above named study.

Enclosed please find:

· 2 copies of the protocol (version 9-24-06)

· 2 copies of the IB (version 9-16-06)

· 2 copies of the consent form (version 11-12-06)

· 1 original IRB application

· 1 copy of the IRB application
