To:
Kenneth E. Kratz, PhD


IRB Chairman

From:
XXX XXX



XXX XXX, 

Regulatory Coordinator

Principal Investigator

Date:
19 November 2004
Re:
Annual Re-approval
IRB # xxx, Study title:
________________________________________________________________________

Please find enclosed an application for annual re-approval and consent form the above protocol.   This study has been closed to accrual since xx/xx/xx.   However, there are still subjects being followed for survival.   Because of this status, the study should remain in the IRB active files.

There have been no adverse events, results, or changes to the risk/benefit ratio reported in the project period.
If any other information is required for this submission, please do not hesitate to contact me at xxx-xxxx or e-mail.

Goals:
This is a clinical research study designed to preserve the larynx by treating it not using surgery even though the carcinoma is potentially curable by removing it. For this purpose, three treatments will be compared: 1) Chemotherapy followed by radiation, or 2) chemotherapy given at the same time as radiation, or 3) radiation alone.

