Investigational New Drug (IND) or Investigational Device Exemption (IDE) Applications; Reporting Requirements for Sponsor-Investigators Procedure
Content Applies To
Mayo Clinic Research Community
Scope

This procedure applies to Mayo Clinic Investigators and research team members who conduct research using sponsor-investigator IND or IDE applications to FDA
Top of Form

Purpose

To track and maintain information regarding all sponsor-investigator IND or IDE filings to FDA, and to assist those sponsor-investigators with compliance per FDA regulations

Procedure

1. All Mayo Clinic Researchers who submit or have an IND or IDE on file with the FDA as a sponsor-investigator must submit relevant documentation of the IND or IDE to the Office of Research Regulatory Support (ORRS) no later than 30 calendar days after FDA submission, as follows:
a. contact the ORRS via email (ORRS@mayo.edu) or phone (77) 6-0022
b. provide information regarding the IND or IDE (e.g. number, acknowledgment date, device or drug name, and other information requested by ORRS). 
c. maintain appropriate documentation of the IND or IDE application in the regulatory binder.  

d. provide the ORRS staff with information regarding any additional FDA correspondence regarding their IND or IDE within 30 days after receipt
2. The Office of Research Regulatory Support will maintain IND or IDE information for all Mayo Clinic sponsor-investigators by: 

a.  tracking the IND or IDE information in the ORRS IND/IDE database 
b.  contacting the sponsor-investigator when annual reports are due to assist with regulatory compliance 
3. The ORRS will provide educational content outlining the sponsor responsibilities for the sponsor-investigators

4. The sponsor-investigator will complete educational requirements to become knowledgeable about their additional regulatory obligations as the sponsor of the FDA regulated research

Related Documents

Investigational Device IRB Policy 
Investigational Drugs, Agents, and Biologics IRB Policy
Pathlore IND Training Module

 HYPERLINK "http://hree.mayo.edu/stc/regcompl/psciis.dll?COURSE=regcompl&CODE=28IND2009" 
 - Investigational New Drugs (IND) -- Investigator Holds the IND
Pathlore IDE Training Module - Investigational Device Exemptions (IDE)--Investigators Holds the IDE
Quick Reference Guide - Investigational New Drugs (IND): When a Mayo Investigator Initiates and Holds the IND
Quick Reference Guide - Investigational Device Exemptions (IDE) – When a Mayo Investigator Initiates and Holds the IDE for a Significant Risk Medical Device
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