
Sponsor-Investigator Agreement Form

Project Title:



Sponsor-Investigator Name:


Test Article Type:  


Test Article Name:



You are asked to review and sign this page because you are proposing to initiate a clinical drug, biologic, or device trial as a sponsor-investigator.  A sponsor-investigator assumes responsibilities of both an investigator and a sponsor.  Therefore, in addition to investigator responsibilities, you also have the following sponsor responsibilities:
· Filing the original IND/IDE application with the FDA and submitting updates as required;
· Selecting qualified study sites and investigators;
· Ensuring proper manufacture, labeling, and control of the test article (if manufactured by the sponsor-investigator);
· Developing and implementing plans to monitor study conduct;
· Reporting adverse events and adverse device effects in accordance with FDA regulations;
· Keeping participating investigators, reviewing IRBs, and the FDA informed of new findings; and
· Filing progress reports with the FDA at least annually and upon study closure.
If your study involves investigational drugs, you must review and comply with FDA regulations 21 CFR 312.  
If your study involves investigational devices, you must review and comply with FDA regulations at 21 CFR 812.  
If your study involves investigational biologics, you must review and comply with FDA regulations 21 CFR 610.

By signing this document, you agree to review, be cognizant of, and comply with the above-mentioned responsibilities and applicable regulatory requirements.

Date:
______________________
Signed:
_____________________________________________________
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