
[Date]

[IRB Chairperson Name]

[IRB Name]

[IRB Address]

RE:
Study Closeout for [Sponsor Name] Protocol No. [Protocol #]

[Title of Study]
Dear [IRB Chairperson Name]:

This letter informs you that the above-referenced study has been concluded at our site due to [Reason]. The following information summarizes the study at our site:

· Date of study completion/termination:



· Date first subject enrolled:




· Date last subject enrolled:



· Total number of subjects planned:


· Total number of subjects completed:


· Total number of subjects discontinued:


· Total number of subjects lost to follow-up:

· Total number of subjects who experienced serious adverse events:


All regulatory requirements have been completed as required, including reporting of any serious adverse events and protocol violations.

A sponsor representative completed closeout procedures on [Closeout Visit Date].

[Comments] 

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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