INVESTIGATOR INQUIRY REGARDING THE NEED FOR AN INVESTIGATIONAL NEW DRUG APPLICATION (IND) TO CONDUCT A CLINICAL STUDY

To get an opinion from the FDA on the need for an Investigational New Drug Application (IND), a written inquiry to the FDA should include the following information:

1.
 Your name, address, phone number, fax number, email address, and affiliation

2. 
The name and a brief description of the substance to be administered, the source (e.g., animal, synthetic, etc.), dosage form, sterility (if applicable), and supplier

3. 
A brief summary of the study including the purpose, hypothesis, number of subjects, patient population, condition or disease (if applicable), dose, route, and duration of substance administration

4. 
A brief explanation of why you consider the substance safe for administration to human subjects under the conditions of the study (append references, if necessary).

This information should be sent to the Food and Drug Administration, Division of Drug Information, HFD-240, 5600 Fishers Lane, Rockville, MD, 20857, or by facsimile to 301-827-4577, or by email to drugsinfo@cder.fda.gov.

If the FDA notifies you that an IND is not required, you should first obtain IRB approval and subject informed consent before you initiate your study. If an IND is required, the FDA will provide you with information about filing procedures and forms. Note that if you submit an IND, you may not begin your study until 30 days after the FDA receives the application, unless the FDA notifies you earlier that you may begin.

