Inspection Request Tracking Log – Instructional

	Purpose/Guidance:
During an FDA inspection, inspectors can have so many requests that it can be hard to remember them all and make sure they are all delivered to the satisfaction of the inspector. After the inspection, it may become very important to know what information the inspector requested and received. 

Use a request tracking log to record requests and responses throughout the inspection. You can include requests for documentation, staff interviews, tours, etc., as well as questions asked by the inspector.

You are not required to track inspection requests or use the template provided by the Northwestern IRB, but it is highly recommended to utilize a tracking mechanism for reference both during and after the inspection. 




	Customization:
· Maintain the log in an Excel format on a shared drive, with appropriate access controls, to allow research staff to view inspection progress in real time and calculate metrics like resolution completion percentage.
· Modify the log if desired to add additional columns as needed.




The template starts on the next page.
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