KUMC Research Institute, Clinical Research Administration

Investigational New Drug (IND) Application Submission Checklist


□
Cover Letter

□
Introductory Statement: Brief explanation of drug, all active ingredients, structural formula of drug, formulation and dosage(s) to be used, route of administration, and the broad objections. This information is usually provided in the investigator’s brochure or package insert.

□
General Investigational Plan:  Brief description of the overall plan for investigating the drug and product for the following year. Should include:

a.
rationale for the drug/research study 

b.
indication
c.
general approach to be followed in evaluating the drug
d.
the kind of clinical trials to be conducted in the first year
e.
estimated number of patients to be given the drug
f.
risks anticipated, toxicological data in animals in prior studies and humans of drug and related drugs
□
Form FDA 1571

□
Study Protocol

□
Form FDA 1572

□
IRB approval letter and approved consent form: If not yet approved by IRB, include IRB submission cover letter, provisos if available and consent submitted

□
Environmental Exclusion Request

When claming an exclusion from the requirement to submit an environmental assessment, include the statement referenced in the FDA/CDER Information for Sponsor-Investigators Submitting IND applications, “I claim categorical exclusion (under 21 CFR 25.31[e]) for the study under this IND. To my knowledge, no extraordinary circumstances exist.”

□
Letter Authorizing the Cross-Reference

□
Submission Package

Submit three copies (one original and two copies) as a single package to the FDA at the following address:






Food and Drug Administration






Center for Biologics Evaluation and Research






Document Control Center/HFM-99, Room 200N

1401 Rockville Pike

Rockville, MD 20852

□
Sponsor Files: When applicable, forward one copy to the funding source
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