PAM IRB-HSR Audit Study Team Preparation Checklist
Note: As PAM is internal to UVA, PAM monitors have access to EPIC, OnCore, Florence, UVA REDCap, 

Qualtrics, UVA Box.  Prior to audit, the study team will need to request access for monitor if files are on 

hscs server and if study uses UVA REDCap, add monitor as “User” on study. 

Study team will need to provide monitor the path/link to files in Florence and path/link to hscs file.

Please prepare in advance the following items, as applicable to your study. 
	
	Consent review

	
	Original signed consent forms for all subjects, including any screen failures


	
	Regulatory review

	
	IRB approval forms (assurance forms)

	
	Protocol version(s)

	
	Consent version(s)

	
	IRB Application version(s)

	
	Data Security Plan(s)

	
	Protocol Status Reports

	
	Study HSR Training Certification(s)

	
	Data Safety Monitoring Reports

	
	Ancillary documents (submitted for approval or acknowledgement)

	
	CVs, Medical licenses

	
	FDA1572, Financial Disclosure Forms

	
	sIRB approvals

	
	UVA IRB-HSR correspondence

	
	sIRB correspondence

	
	SAE, Major deviations and UAP Reports

	
	Delegation of Authority Log

	
	Protocol training documentation (for all versions)


	
	Subject review (for subjects selected for complete chart review)

	
	Eligibility documentation 

	
	Medical records

	
	Clinic notes

	
	Study source documentation 

	
	Study drug or device exposure and accountability records

	
	Protocol deviations 

	
	Adverse Events 

	
	Missing procedures/assessments are documented and explained e.g. Note to File


