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ITHS Research Resources
Regulatory Documentation List
	Study Team Documentation
	· Study Contact Information

· Signature List and Delegation of Responsibilities Log 

· Curricula Vitae for all Members of the Study Team (include medical licensure number, medical specialty, and board certification number as applicable)
· Study Personnel Licensure Verification

· Study Team Training Log
· Meeting Minutes

	Subject Logs



	· Subject Screening, Enrollment, Withdrawal/Completion Log
· Enrolled Subject ID Log 

	Study Checklists
	· Pre-Study Task Checklist

· On-Study Task Checklist

· Post-Study Task Checklist

· GCP Checklist

	Protocol
	· Original and Revised Versions of the Protocol (including signature pages, if any) 

	Study Product Safety Information
	· Investigator Brochure(s), Package Insert(s) for all Study Products (if applicable)
· IND Safety Report Log

· IND Safety Reports

	Sponsor Correspondence
	· Sponsor Award Letter

· Correspondence between the Sponsor and Investigator (letters, memorandums, phone call logs, facsimiles, newsletters, and copies of electronic correspondence) 

	Regulatory Forms
	· All Versions of Form FDA-1571/FDA-1572 (if applicable)
· Financial Disclosure Statement for Investigator(s) (if applicable)

	IRB Approvals and Correspondence
	· IRB Submission and Approval Tracking Log

· Approved IRB Applications, Consent Forms, Recruitment Materials, Modifications, Status Reports, etc.

· Problem Reports Reviewed by the IRB

· Correspondence between the IRB and the Investigator 

· IRB Membership Roster and Federal Wide Assurance Number(s)

	Informed Consent
	· Consent Form Version Log

· IRB -Approved Versions of Consent Forms (blank forms) 

	Study Product Accountability
	· Study Product Dispensation and Accountability Log

· Study Product Order Forms

· Study Product Shipment Records

	Adverse Events
	· Master Adverse Event Log

· Master Serious Adverse Event Log

· Serious Adverse Event Reports Submitted to the IRB

	Protocol Deviations
	· Master Protocol Deviation Log

	Laboratory Records
	· Current Laboratory Accreditation and Certification (all laboratories used)
· Normal Laboratory Ranges (corresponding to all study-related analyses)

	Monitoring, Inspections and Audits
	· Correspondence and Reports Regarding Regulatory Inspections and Audits
· Study Monitoring and Site Visit Log

· Sponsor Monitoring Reports

	Regulatory Requirements and Guidelines
	· ICH Guidelines

· If FDA-regulated:  21 CFR 50, 21 CFR 56, 21 CFR 312

· If OHRP-regulated:  45 CFR 46

· If subject to HIPAA:  45 CFR 160, 45 CFR 164 



[image: image1.jpg]