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	Study Title:

	Investigator:
	IRB#:

	Date of review:
	Reviewed by:



This form is intended for use on a periodic basis for the review of the study’s regulatory documents. Emory has approved the following storage locations for electronic research records: 
https://it.emory.edu/security/protecting-data/software_for_research.html
	



Document
	Yes, No or N/A
	Comments:  Note location of document

	Investigator Brochures, package inserts, or device manuals with signature pages, if applicable


	
	Current version/date​​​​​_______________

Date submitted to IRB _____________

	Protocol/protocol modifications with signature page, if applicable
	
	Current version/date​​​​​_______________

Date approved by IRB _____________

Current study approval period: ___________

	Informed consent form (ICF), HIPAA authorization form and, if applicable, revocation letter  
	
	Current ICF version/date​​​​​_______________

Date approved by IRB _____________

Current authorization version/date​​​​_______

Date approved by IRB _____________

	Institutional Review Board 

Copies of IRB applications including initial approval, continuing review, modifications, and reportable new information submissions. Copies of documents approved with each submission. 
Copies of IRB approval letters or acknowledgement for each submission.
	
	Current study approval period: ___________

	Investigator agreement or Form FDA 1572 signed by site PI with current listing of all sub-investigators & facilities
	
	

	CV, licenses and/or other relevant documents evidencing qualifications of investigators and sub investigators 
	
	

	Emory Institutional training (e.g., CITI)
	
	

	Required Disclosures (e.g., eDisclose and financial disclosures to sponsor)
	
	

	Delegation of Authority (DOA) Log: may include site signature log
	
	

	Records of Study Specific training including updates for each individual listed on DOA Log
	
	

	Reportable New Information: SAEs, UPs or noncompliance including safety reports, internal & external with documentation of review 
	
	Required reports to sponsor, date:_________

Required reports to IRB, date:______


	Data and Safety Monitoring Committee/Board Reports
	
	Required reports to IRB, date:______

	Site Monitoring Log & Reports
	
	Site monitoring completed, date:________

Required reports to CTAC, date:______

	Investigational product drug/device documentation of disposition (dates, quantity, use by participants, and return). Note if drug is managed by IDS.
	
	

	Screening and enrollment logs
	
	

	Laboratory

Certifications/accreditations; normal lab values
	
	

	Ancillary Committee Approvals, if applicable
	
	

	Miscellaneous


	
	


Additional documents when an Emory investigator holds an IND or significant risk IDE for this study:  

	



Document

	Yes, No or N/A
	Comments:  Note location of document

	FDA submissions with accompanying 1571
Original application; FDA correspondence; modifications; Safety Reports (MedWatch); annual reports

	
	IND/IDE Anniversary Date_________________

Current IND/IDE Annual Report ​​​____________

Date submitted to FDA________________

Date submitted to IRB_________________

	Reportable New Information: SAEs, UPs or noncompliance including Safety Reports, internal & external with documentation of review by the S-I Adverse Event Assessment Form
	
	Required reports to 

IRB, date:_________

FDA, date:_________

	clinicaltrials.gov information updated within past 6 months
	
	Updated:_____________

	FDA Financial  Disclosure Certification Forms (FDF) completed by each investigator 
	
	


Additional documents when an Emory investigator holds the IND or significant risk IDE and is acting as the lead investigator for a multi-site study. Duplicate chart below for each site.
	Document

	Yes, No or N/A
	Comments:  Note location of document 

	Site name: 
	
	

	Site contact information sheet
	
	

	Signature pages:

Protocol/protocol modification signature page

Investigator brochure/package insert/device manual signature pages

Site signature log (to document entries on source documents)
	
	

	Agreements:  Signed site agreement & any other agreement between involved parties 
	
	

	IRB: IRB Compliance statement and documentation of IRB approval 
	
	Current study approval period: _____

Current protocol version/date​​​​​_____________

Date approved by IRB _____________

	ICF, HIPAA authorization and, if applicable, revocation letter
	
	Current ICF version/date​​​​​_______________

Date approved by IRB _____________

Current authorization version/date​​​​_______

Date approved by IRB _____________

	Form FDA 1572 or Investigator Agreement signed by site PI listing all sub-investigators
	
	

	CV and license of site PI
	
	

	FDA Financial  Disclosure Certification Forms (FDF) completed by each investigator listed on Form 1572 or Investigator agreement
	
	

	Records of sponsor-provided training 
	
	

	Safety reports, with documentation of review & assessment by the IND/IDE sponsor & communication of safety information to participating investigators 
	
	Required reports to 

IRB, date:_________

FDA, date:_________

Participating investigators, date:________

	Laboratory 

Certifications/accreditations; normal lab values
	
	

	Investigational Drug/Device
Copy of labels attached to drug/device; shipping records for drug/device (note if managed by Emory IDS)
	
	

	Site monitoring reports & follow-up documentation
	
	Site monitoring completed, date:________

Required reports to CTAC, date:______

	Correspondence to individual site (including trial updates, updated product or safety information, teleconference minutes)
	
	

	Miscellaneous
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