DD Month YYYY

Food and Drug Administration

Center for Drug Evaluation and Research

Division of xxxxxxxxx

Central Document Room

5901-B Ammendale Road

Beltsville, MD  20705-1266

Attn:  Appropriate Division Director Name, Mail Code (or Project Manager name)

RE:
IND Number; Serial 0000
Initial IND Submission: IND Exemption Rationale

Dear Dr. xxxxxxxx:

Please find enclosed an initial IND application. I will be the Sponsor-Investigator for this IND should an IND be required.

However, according to the regulations listed in 21 CFR 312.2, I feel that the study included in this submission is exempt from the requirements for an IND.
1. The investigation is not intended to be reported to FDA as a well-controlled study in support of a new indication for use nor intended to be used to support any other significant change in the labeling for the drug
.

2. DRUG(S) is a lawfully marketed drug product in the US and the investigation is not intended to support a significant change in the advertising for any of the products
.

3. The commercial product, DRUG(S), will be used in the investigation. Some sentence about how the DRUG(S) is being used, delivered etc (how is it off-label). I do not feel that this change increases the risks (or decreases the acceptability of the risks) associated with the use of these drug products. Rationale here – why different dose, route of administration, patient population then in approved labeling will not increase the risks to this patient population.

4. The investigation will be conducted in compliance with the requirements for institutional review set forth in part 56 and with the requirements for informed consent set forth in part 50.

5. The investigation will be conducted in compliance with the requirements of 21 CFR 312.7 regarding promotion of investigational drugs.
The initial study protocol proposed under this IND is entitled “A wonderful study”. 

If there are any questions regarding this submission, please contact myself or Other Contact at (919) xxx-xxxx or at other.contact@duke.edu. Other Contact is authorized to communicate with the FDA on issues relating to this IND.
Sincerely,

John Duke, MD

Duke University 

Address, Box xxxx

Durham, NC 277xx

(919) 68x-xxxx phone

(919) 66x-xxxx fax

jduke@duke.edu
�List the date the submission will be sent to the FDA.  You should schedule the submission with ORAQ and enter the date on the form prior to the Sponsor signing the cover letter.


��If your submission is going to CBER, update this address to:





U.S. Food and Drug Administration�Center for Biologics Evaluation and Research�Document Control Center�10903 New Hampshire Avenue�WO71, G112�Silver Spring, MD 20993-0002


�Address the cover letter to the appropriate FDA Division Director. The FDA CDER and CBER Divisions can be found on FDA’s website at the following links:


CDER:  � HYPERLINK "http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm075128.htm" �http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm075128.htm�


CBER: � HYPERLINK "http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm123224.htm" �http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm123224.htm�


Please contact our office if you need additional assistance with finding the appropriate division.


�If you are planning to ever submit these data to the FDA in any kind of marketing application, then you cannot be IND exempt. However, if your goal is publication – you are good on this one.


�You must be using commercially available drug(s) and should call it by its brand name. If you are getting donated drug(s) from a company – it might not be true ‘commercial product’. We can discuss this further if need be.


�This is where PI needs to make the risk decision and explain really why the study doesn’t require an IND.





