Drug Accountability Log – Instructional

	Purpose/Guidance:
The drug accountability should provide a comprehensive list of all study product dispositions on the site level. It is required for interventional clinical studies using a study drug product for research.

Complete the log as study product is dispensed and/or received, to ensure completeness and accuracy of the data. A new line should be completed each time study product is dispensed and/or received.

If multiple study drugs and/or multiple strengths are used in the study, creation of a separate log for each drug and each strength it is recommended.

For blinded clinical studies, it is recommended that study product accountability records be filed in a separate location (e.g., the research pharmacy), to maintain the blind.




	Customization:
· Include any relevant study information, including but not limited to:
· Sponsor name
· Study identifier (protocol number)
· Site #
· Using a separate log for each lot number of the study drug, in which case you can move Lot/Serial No. and Expiration Date information to the header.
· For automated calculations/formulas of total drug distributed and remaining, consider copying this template into an Excel spreadsheet. Formulas and calculations will have to be created.




The template starts on the next page.

Drug Accountability Log

Principal Investigator: ____________________   Study #: ______________________   Protocol #: ______________________   

Study Title: _______________________________________________________________________________________________

Drug Product Name: ___________________________	            Manufacturer: ___________________________

Dose Form and Strength: ___________________________	Dispensing Area: ___________________________        Page ____ of ____
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	Drug Receipt
	Drug Use
	Unused Drug Return

	Date Received
	Initials of Receiver
	Lot/Serial No.
	Quantity Received
	Expiration Date
	Date Dispensed
	Initials of Dispenser
	Participant ID
	Quantity Dispensed
	Date Returned
	Initials of Receiver
	Quantity Returned
	Reason Not Used
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