
Investigational Drugs and Devices

When considering using a drug or device for research, a principal investigator should consider if the drug or device is FDA approved for the proposed use.  If not, the use of the drug or device for research may need a special FDA authorization called an Investigational New Drug (IND) or Investigational Device Exemption (IDE), respectively.  

A drug (or biologic) may need an IND if it is not FDA approved or if approved for a different indication or in a different patient population.  For more information, please consult the FDA website at this link.
A device may need an IDE submission to the FDA if it is not FDA approved or if approved for a different indication or in a different patient population.   An unapproved device considered to be a non-significant risk device does not need an IDE submission to the FDA, but it is considered to have an abbreviated IDE once the protocol is approved by the IRB.  For more information, consult the FDA website at this link.
Investigators who hold their own IND or IDE assume all sponsor responsibilities required by the FDA, particularly record keeping and prompt reporting of safety reports to the FDA. The requirements of Sponsor-Investigators (S-I) include both those of investigators and those of sponsors. 

The Office of Compliance (OC) provides educational resources and is available to consult with investigators, coordinators & the Emory research community in order to assist in complying with applicable regulations.  The IRB encourages investigators to consult with ORC at (404) 727-2398 or Compliance@emory.edu about their responsibilities before submitting their protocols for review.  
The ORC website also contains important information about IDE or IND submissions at: http://compliance.emory.edu/FDA-regulated-studies/index.html 
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