


AUDIT PREPARATION CHECKLIST

	I. ORGANIZATIONAL ACTIVITIES
	Completed
	N/A
	Comments

	Notify all parties
	IRB Chair
	
	
	

	
	Sub-investigators
	
	
	

	
	Chief Research Officer
	
	
	

	
	Sponsor (when sponsored by outside agency)
	
	
	

	
	Reserve Workspace for the Auditor
	
	
	

	General Overview
	Prepare a general overview of the study
	
	
	

	
	List all study team members and responsibilities delegated (Delegation of Duties Log)
	
	
	

	List of Subjects
	List of all screened subjects
	
	
	

	
	List of all subjects enrolled (include name, address, date enrolled etc.)
	
	
	

	II. FILES MANAGEMENT
	Completed
	N/A
	Comments

	Organize all regulatory files by general heading in chronological order
	Protocol (all versions)
	
	
	

	
	Signed Protocol Signature Pages
	
	
	

	
	Investigator’s Brochure/Statement (All versions)
	
	
	

	
	Protocol Amendments
	
	
	

	
	Form FDA 1572 (all versions – If applicable)
	
	
	

	
	CV’s and license for PI and investigators listed on all versions of the Form FDA 1572 (CV’s Updated Every 3 years)
	
	
	

	IRB Files 
	Approval Letter (initial) for initial protocol with original consent form
	
	
	

	
	Amendment approval(s) with approved informed consent form (if applicable)
	
	
	

	
	Informed consent forms (originals) for enrolled subjects
	
	
	

	
	Informed consent forms (originals) for all screened subjects.
	
	
	




	IRB Files Continued
	Status reports for:
	
	
	

	
	 Yearly renewal(s)
	
	
	

	
	 Adverse Events
	
	
	

	
	 Deaths
	
	
	

	
	 Study termination
	
	
	

	
	 Final summary
	
	
	

	Communication
	IRB Correspondence
	
	
	

	
	Monitoring Log
	
	
	

	
	Sponsor Correspondence (if sponsored by outside agency)
	
	
	

	
	Other Communication
	
	
	

	
	Team Meeting Minutes
	
	
	

	
	
	
	
	

	Laboratory
	__________________ Lab and certification and normal ranges
	
	
	

	
	__________________ Lab and certification and normal ranges
	
	
	

	
	__________________ Lab and certification and normal ranges
	
	
	

	Accountability Log (Drug):
	Receipt of Drug
	
	
	

	
	Dispensing of Drug
	
	
	

	
	Return of Drug
	
	
	

	Accountability Log (Device):
	Receipt of Device
	
	
	

	
	Dispensing of Device
	
	
	

	
	Return of Device
	
	
	

	Accountability Log (Equipment):
	Receipt of Equipment
	
	
	

	
	Dispensing of Equipment
	
	
	

	
	Return of Equipment
	
	
	

	Subject Tracking:
	Completed CRFs for each subject enrolled
	
	
	

	
	Source documents for each subject enrolled
	
	
	

	III. REVIEW
	Completed
	N/A
	Comment

	Collect and review for each subject
	Review completed CRFs for each subject (for accuracy)
	
	
	

	
	Review source documents for each subject enrolled, to ensure that documents confirm:
	
	
	

	
	Condition of subject at time of entry into the study (Inclusion/Exclusion criteria) are met
	
	
	




	III. REVIEW (Continued)
	Completed
	N/A
	Comment

	Collect and review for each subject
(Continued)
	Case history that documents the informed consent process and that consent was obtained prior to the start of any study procedure(s)
	
	
	

	
	Exposure to test article
	
	
	

	
	Concomitant medication(s)
	
	
	

	
	Clinical assessments of the subject during the course of the study.
	
	
	

	
	Laboratory reports
	
	
	

	
	Diagnostic tests
	
	
	

	
	Dose modifications
	
	
	

	
	Adverse event/death
	
	
	

	
	Protocol exemptions
	
	
	

	
	Early terminations
	
	
	

	IV. SITE SPECIFIC
	Completed
	N/A
	Comment

	Temperature Logs
	Refrigeration
	
	
	

	
	Drug
	
	
	

	
	Item:
	
	
	

	
	Item:
	
	
	

	Equipment
	Item:
	
	
	

	
	Calibration logs
	
	
	

	
	Inspection reports
	
	
	

	
	Permits
	
	
	

	
	Licensure
	
	
	

	
	Item:
	
	
	

	
	Calibration logs
	
	
	

	
	Inspection reports
	
	
	

	
	Permits
	
	
	

	
	Licensure
	
	
	

	Other Site Specific
	Standard Operating Procedures (SOPs) Current
	
	
	

	
	SOP Deviation Tracking Log Current
	
	
	

	
	All paper data is securely stored
	
	
	

	
	
	
	
	

	Other Study Specific
	Documentation of Protocol and Process Training
	
	
	

	
	Corrective and Preventative Action (CAPA) Tracking Log
	
	
	

	
	
	
	
	

	
	
	
	
	


Corrective and Preventative Action (CAPA):

During the course of your study a CAPA Log should be maintained. When discrepancies (e.g. wrong version of the consent form) are identified it should be logged. The log should contain a brief description of the identified discrepancy, what was done to correct the discrepancy AND a plan to prevent it from happening again. An audit should be conducted later (a pre-determined interval) in the study to determine if the discrepancy has re-occurred.

Standard Operating Procedures (SOP) Deviation Tracking Log:

[bookmark: _GoBack]During the course of your study a SOP Deviation Log should be maintained. When deviations of the SOPs occur they should be logged. The log should contain a brief description of the identified discrepancy, what was done to correct the discrepancy AND a plan to prevent it from happening again. An audit should be conducted at regular intervals to determine if the discrepancy has re-occurred.
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