For additional information on whether or not an IND or IDE is required in a specific situation,
contact:

For DRUG PRODUCTS contact:

Drug Information Branch (HFD-210)
Center for Drug Evaluation and Research
Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857
301-827-4573

For a BIOLOGICAL BLOOD product, contact:
Office of Blood Research and Review (HFM-300)
Center for Biologic Evaluation and Research
Food and Drug Administration

1401 Rockville Pike

Rockville, Maryland 20852

301-827-3518

For a BIOLOGICAL VACCINE product, contact:
Office of Vaccines Research and Review (HFM-400)
Food and Drug Administration

8800 Rockville Pike

Bethesda, Maryland 20892-0001

301-827-0648

For a BIOLOGICAL THERAPEUTIC product, contact:
Office of Therapeutics Research and Review (HFM-500)
Food and Drug Administration

1451 Rockville Pike

Rockville, Maryland 20852-1420

301-594-2860

For a MEDICAL DEVICE product, contact:
Program Operations Staff (HFZ-403)

Office of Device Evaluation

Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Blvd.

Rockville, Maryland 20850

301-594-1190

http://ctep.cancer.gov/branches/rab/ind_app_process.htm



