
How to use this template:

This document is intended for internal use at BCH, in order to aid the Office of Regulatory Affairs in making an INDE exemption assessment.
INVESTIGATOR INQUIRY REGARDING THE NEED FOR AN INVESTIGATIONAL NEW DRUG APPLICATION (IND) TO CONDUCT A CLINICAL STUDY

In order to respond to your inquiry about the need for an IND, please email Ashley Kuniholm (ashley.kuniholm@childrens.harvard.edu) the following information: 

1. Your name, complete postal mailing address, phone number, fax number, email address, and organizational affiliation

2. The title of the study protocol
3. The name and a brief description of the substance(s) to be administered, the source (e.g., animal, synthetic, etc.), dosage form(s), sterility (if applicable), and supplier(s)/manufacturer(s).  If the test article is marketed as a nutritional supplement, indicate the trade name and the labeling.  If the specific product you plan to use has a trade name, list it. 
4. State whether the study subjects will receive the marketed product (modified or unmodified) or a special preparation.  Indicate whether product is brand name or generic and dosage form.  Include a copy of the label, if available.
5. 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, and endpoint measures.   
6. A copy of the protocol 
7. A brief explanation of why you consider the substance(s) safe for administration to human subjects under the conditions of the study (append references, if necessary).

8. State whether you will charge subjects or their insurance for the drug.  Please contact the Clinical Trials Billing Office (CTBO) with any questions about this.
9. Answer the following questions:

a.
Will this investigation be reported to FDA as a well‑controlled study in support of a new indication for use, or intended to be used to support any other significant change in the labeling for the product?
b.
Is the investigation intended to support a significant change in the advertising for a prescription drug product by the manufacturer?
c.
Does the investigation involve a change in route of administration, dosage level, or patient population, or other factor that significantly increases the risks (or decreases the acceptability of risks) associated with use of the product?

Note:  This is the most important part of this document.  Please refer to the FDA Guidance “Investigational New Drug Applications (INDs) —Determining Whether Human Research Studies Can Be Conducted Without an IND” for additional information.
d.
Will the investigation be conducted in compliance with the requirements for institutional review (21 CFR Part 56) and informed consent (21 CFR Part 50)?
e.
Will the investigation be conducted in compliance with the requirements of 21 CFR 312.7?  (I.e., the product may not be represented as safe or effective for the purposes for which it is under investigation, nor may it be commercially distributed or sold for the investigational purpose.)
