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Research Study Site File Documentation Requirements and Self-Audit Tool
· All study documentation, including IRB-approved materials, must be maintained. Per RSRB policy 901, Investigator responsibilities, a study site file containing current and accurate records of all study documentation is required.
· The study site/regulatory file:
· Can be kept in a paper file, electronically on a shared drive, or via a UR Data Storage Solution.
· Templates may be downloaded:
· Electronic study site/regulatory file
· Study site/regulatory file timeline
· Maintaining department-specific items in a central file is acceptable. Best practice is to add a Note to File to study documentation indicating where the central files are located.
· The items listed in TABLE 1 MUST be maintained at the site by the Study Team for any IRB-approved study.  
	TABLE 1
	Present
	

	Study Site File/Regulatory File:
	YES
	NO
	N/A

	IRB-approved Protocol: initial version and all subsequent versions
	
	
	

	Protocol Investigator Signature Page(s) (signed, dated), if applicable
	
	
	

	IRB-approved Informed Consent Forms, initial watermarked version and all subsequent watermarked versions
	
	
	

	Approval Letters for Initial Approval, Modifications, and Continuing Reviews (re-approvals), and associated approved documents
	
	
	

	Data and Safety Management Plan/Board documentation and applicable reports as defined by the approved protocol. Documentation to indicate that the Data and Safety Monitoring Plan (DSMP) met protocol-specified expectations is required.
	
	
	

	Documentation to support items as defined by the approved protocol. 
	
	
	

	Ancillary Committee approvals (i.e., Clinical Research Center, Institutional Biosafety, Radiation Safety) 
	
	
	

	Letters of support should be maintained, as applicable
	
	
	

	Reportable New Information submissions and other IRB communications
	
	
	

	Data Security Assessment Form. If there are changes to the collection, storage, or sharing of research data, an updated form should be submitted to the RSRB through a modification request. The Data Security Requirements guideline can be referenced here.
	
	
	

	Conflict of Interest Management Plans, as applicable, should be maintained, but do not need to be in the study-specific regulatory file
	
	
	



Good Documentation Practices include: 
· Update footer dates on documents before IRB submission.
· Maintain a comprehensive Subject log (screened, enrolled, screen-failed, withdrawn, lost to follow-up, and completed) that links the subject identification number to their full name. Note: Only anonymous data can be collected from individuals who may have been screened but did not consent.
· Maintain a Delegation of Authority log to define study personnel responsibilities.
· Maintain a Signature log of personnel authorized to sign or enter data on study documents.
· NOTE: Delegation of Authority and Signature logs may be combined.
· Document study protocol training for important modifications and study changes via a sign-in sheet or an email amongst attendees, citing the covered topics.
· Corrections must be one-lined through the error, initialed, and dated. DO NOT use black marker, white-out, or obscure the original data.
FDA-Regulated Research Study Files:
In addition to TABLE 1, the following items listed in TABLE 2 are mandatory for investigational drug, device, and/or biologic trials. The files must have the items listed above plus the following, as applicable.

	TABLE 2
	Present
	

	Good Clinical Practice Research Study Files:
	YES
	NO
	N/A

	Curriculum Vitae (CV): Principal Investigator, Co-Investigator(s), Sub-Investigator(s) 
· Consider using a central file to store CVs and licenses for all clinical trials and maintain these records throughout the trial's duration. 
	
	
	

	Professional Licenses/ Certifications, as applicable: Principal Investigator, Co-Investigator(s), Sub-Investigator(s) 
· Current professional license verifications can be obtained here.
	
	
	

	Delegation of Authority Log to delegate and define study personnel responsibilities
· If using University Pharmacy/IDS services, ensure the URochester Pharmacists are delegated to investigational product management responsibilities.
	
	
	

	Staff Signature Log identifying personnel authorized to sign or enter data on study documents
· Note: Delegation of Authority and Signature Logs may be combined.
	
	
	

	Subject Screening/Enrollment Log & Identification Code List (screened, enrolled, screen-failed, withdrawn, lost to follow-up, and completed) that links the subject identification number to their full name. 
· Note: Only anonymous data can be collected from individuals who may have been screened but did not consent.
	
	
	

	Randomization Information: Randomization details can be stored, for example, by keeping the envelope in the subject's file or by recording them in a log.
	
	
	

	Laboratory Samples (i.e., blood specimens):
· Clinical Laboratory Improvement Amendments (CLIA) and College of American Pathologists (CAP) laboratory certifications (from study start to end) must be maintained. 
· The current URochester certifications can be obtained here.
· A list of reference ranges should be maintained and available on the URochester Clinical Labs website. A Note-to-File indicating where test result ranges are located is adequate.
· Record of Retained Body Fluids/Tissue Samples (if applicable)
	
	
	

	Investigational Product (IP)/Device Accountability:
· Subject-specific IP/Device accountability information
· Investigator’s brochures/package inserts
· Sample of IP label, as applicable
· Dispensing log (expiration dates, subject given to, shipping, storage, and destruction of) 
· Temperature log (for the IP storage location)
· Investigational Drug Service (IDS) adds protocol and subject-specific labeling, retains temperature monitoring, and meets all protocol specifications for dispensing and handling IP. 
· IDS facilitates and participates in monitoring and auditing visits, including queries.
	
	
	

	Documentation and FDA correspondence related to the Investigational New Drug (IND) Application or Exemption may include:
· Safe to proceed letter, FDA Form 1571, FDA Form 1572-Statement of Investigator, Financial Disclosure Forms, Annual reports, Modifications
	
	
	

	Communications: relevant correspondence, including Clinical Research Associate/Monitoring Follow-up letters from monitoring visits 
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