
[Date]

[IRB Chairperson Name]

[IRB Name]

[IRB Address]

RE:
IRB for [Sponsor Name] Protocol No. [Protocol #]

[Title of Study]

Dear [IRB Chairperson Name]:

This letter requests that [IRB Name] serve as the IRB for my investigative site for the above-referenced study, with me as Principal Investigator.

I have received and read the protocol and its appendices and other materials provided by the sponsor.  I agree to the terms of the study agreement and will follow the provisions of the protocol and all appendices. I will also abide by any changes called for in subsequent amendments or revisions, unless I notify you otherwise in writing.

I agree to conduct this study in accordance with applicable federal regulations, state and local laws, and your requirements regarding the ethical and regulatory responsibilities of the Principal Investigator.

The following submission documents are enclosed:

· IRB Questionnaire

· Copy of Form FDA 1572

· Principal Investigator’s CV ([Investigator Name])

· Subinvestigator’s CV(s) ([Subinvestigator Name(s)])

· Informed Consent Form
· Form FDA 1572 or Statement of Investigator
· Proposed Subject Recruiting and Patient Education Materials
· [Other]
Please notify me of the status of this request as soon as possible.

If you have any questions, please contact me at [Telephone #] or [Email Address]. You can also contact [Other Name], [Other Title], at [Other Telephone #] or [Other Email Address].
Yours truly,

[Author Name]
[Author Title]
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