January 17, 2007
Food and Drug Administration

Center for Drug Evaluation and Research

Central Document Room

12229 Wilkins Ave.

Rockville, Maryland  20852-1833

RE:  Original IND Application 

TITLE OF PROTOCOL
Dear Sir or Madam:

Attached please find the following documents for IND application of PROTOCOL TITLE.  The documents listed below are the contents for the IND application submitted in triplicate with one (1) set of originals and two (2) sets of copies.
· One Original FDA Form 1571 signed by Dr. DOCTOR on DATE

· One Original FDA Form 1572 signed by Dr. DOCTOR on DATE

· Protocol Summary 

· Investigator’s Brochure
· Clinical Study Protocol dated DATE

· Cross Reference Letter

· Package Insert

· Human Subjects Committee Membership Roster dated 5/24/06

· Memo from Dr. Menikoff regarding compliance to 21 CFR 56 dated 7/12/05

· Human Subjects Committee Submission Cover Letter

· Report of Action from Human Subjects Committee (all items have been addressed) – conditional approval granted DATE
· Current Consent Form expiring

· IF USING OUR LAB
· KUMC CAP Certificate with expiration date of 9/26/07

· KUMC CLIA Certificate with expiration date of 2/27/09
· KUMC Lab Normals dated 4/17/06

· Lab Director, Lowell Tilzer, MD, current Curriculum Vitae signed 7/19/05 with current license expiring 6/30/07

· Current Curriculum Vitaes for Principal Investigator and all Subinvestigators:

· Dr. So and So signed

· Dr. So and So signed
· Current Medical Licenses for Principal Investigator and all Subinvestigators

· Per the PI: “I claim categorical exclusion (under 21 CFR 25.31[e]) for the study under this IND.  To my knowledge no extraordinary circumstances exist.”
If you have any questions or need additional information pertaining to this application, feel free to contact the investigator at (913) 588-#### or via email at DOCTOR@kumc.edu.  Thank you for your time and consideration.

Sincerely,

