11/3/04


Memorandum

To:
MedStar Research Institute Institutional Review Board

CC:


From:
<<Insert Name of Signing Authority and Corporation/Organization>>

Date:
<<MM/DD/YYYY format>>

Re:
<<Insert Complete and Accurate Protocol Title including all identifiers>>, << Protocol Version Date>>

Sponsor Statement of Assurance 

for the Conduct of Clinical Research Involving Investigational Product

This letter provides certification of the following:

(1) <<Insert Protocol Title >> is being conducted under and in accordance with the FDA <<IND/IDE>> Number: <<Insert Number>>, which provides for the clinical study of <<Insert Name of Investigational Product>>.  This <<IND/IDE>> application is held by <<Insert Company Name>>.

(2) The attached protocol version <<Insert protocol version date or identity>> <<reflects any FDA-requested additions and/or modifications to the protocol in accordance with the aforementioned IND/IDE. –OR– does not currently reflect all FDA-requested additions and/or modifications as FDA has not yet acknowledged/approved the most recent protocol version. A summary of FDA-requested additions/modifications is attached to this certification.>>
(3) The protocol <<is being/will be>> conducted in accordance with all applicable federal, state, and local regulations governing the conduct of this research including DHHS 45 CFR part 46, FDA 21 CFR part 50, 21 CFR part 54, 21 CFR part 56, 21 CFR part 312,and 21 CFR part 812.
(4) <<Insert Company Name>> will provide <<Insert Name of PI at MRI participating site>> with all IND/IDE status updates pertinent to the conduct of the aforementioned clinical research protocol.

For further information regarding the IND/IDE status, please contact <<Insert name and contact information>>.
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