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MedStar Research Institute Office of Regulatory Affairs

IND/IDE DOCUMENTATION TO ACCOMPANY A NEW PROJECT SUBMISSION 

Instructions to Investigators:

The MRI IRB requires the following documentation of IND/IDE status for all new project submissions involving Investigational Product.

· For Investigator-Initiated studies, the FDA acknowledgement/approval of the IND/IDE must be attached to the submission.
· For Industry-sponsored studies, attach the Sponsor’s Statement of Assurance (according to this template), signed by a signatory authority of the Sponsor, which confirms that the stated IND/IDE number is appropriate for the use of the drug, biologic, or device as indicated in the clinical research protocol submitted for IRB review.  
· For studies granted an IND exemption, attach the FDA letter granting the exemption.

Completion Guidelines for the MRI Sponsor Statement of Assurance Template:

An ORIGINAL, signed and dated Sponsor Statement of Assurance must be submitted with all Industry-New Project Submissions involving investigational product.  

Template Instructions:

· Memorandum should be issued on Company letterhead
· All blue text in the MRI template should be replaced
· Keep the appropriate red text in the MRI template and delete the inapplicable choice 
· Do not alter the black text in the MRI template.
· The completed Memorandum should be printed in black ink.

