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Self-Audit
Regulatory Documents Checklist

	Study Title
	

	

	Document Type
	Description

	 FORMCHECKBOX 
  Investigator’s brochure
       FORMCHECKBOX 
  N/A
	This document contains a collection of all relevant information known prior to the start-up of a particular clinical trial and includes pre-clinical data (chemical, pharmaceutical, and toxicological); pharmacokinetic and pharmacodynamic data in animals and man; and the results of earlier clinical trials.  

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  Form FDA-1572
       FORMCHECKBOX 
  N/A
	This form is required for clinical research studies involving drugs or devices regulated by the FDA and is the investigator’s agreement to perform the study according to applicable federal regulations. 

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  Form FDA-1571

       FORMCHECKBOX 
  N/A


	This form is the cover sheet for investigator-sponsored IND applications as well as the cover sheet for all subsequent correspondence to the FDA concerning the investigator-sponsored IND such as annual progress reports, safety reports, modifications etc.  Form FDA 1571 is not required for INDs sponsored by a pharmaceutical company. 

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  IRB Research Application and Protocol
	A copy of the IRB-approved research application and protocol should be kept in this section. If the research application and/or protocol is modified throughout the course of the study, a copy of each approved modification/protocol amendment should be added to the file.  Each research application, protocol, amendment, and modification should be dated for clarity and copies maintained in chronological order.  

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  Consent Form(s) and HIPAA Authorization
	All versions of the consent form(s) approved by the IRB should be filed in this section.  If there are modifications to the consent form(s), the originals should be accurately dated and maintained in chronological order.  Careful attention must be given to this process so that subjects are given the correct version of the consent form when they are enrolled into the study.

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  IRB and ITHS Correspondence
	All correspondence with the IRB and ITHS including letters of initial approval, modifications, and status reports should be maintained in this section.

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  Subject screening log
	This section should include a list of all subjects who signed the consent form and were screened to be a participant in the study.  Notation should be made as to whether the subject was found to be eligible or ineligible for the study.  In cases where the subject was determined to be ineligible, the reason for the subject’s ineligibility should be recorded.

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  Serious and Unexpected Adverse Events
       FORMCHECKBOX 
  N/A
	Copies of all correspondence related to the reporting of adverse events to the IRB and where applicable, the study sponsor, and/or FDA should be maintained in this section.  All documentation pertinent to the adverse event should be filed in this section as well as in the individual subject’s research record.

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  Drug Accountability
       FORMCHECKBOX 
  N/A
	The drug accountability records may be kept in another location during the active study period.  At the conclusion of the study, the records should be placed in this section of the Regulatory File.

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  Sponsor Correspondence

       FORMCHECKBOX 
  N/A
	All correspondence between the sponsor and researcher pertaining to the conduct of the study should be included in this section.

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  Sponsor Monitoring Log / Reports
       FORMCHECKBOX 
  N/A
	This is a record of the study sponsor monitor’s visits to the site.  All monitoring correspondence should also be placed in this section.

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  Laboratory Certification
       FORMCHECKBOX 
  N/A
	Copies of current laboratory certifications for all labs involved with the study should be included in this section.  As the certifications expire, they must be replaced with the updated copies.

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  Signature List
	This is a list of all members of the research team.  It designates each person’s responsibility and who has authority to enter, delete, or change data.  It should consist of each person’s printed name as well as their signature.

	REVIEW NOTES:
	

	 FORMCHECKBOX 
  Investigators’ CVs
	The qualifications of the researcher as well as the other members of the research team are required to be documented.  This includes physicians, nurses, research assistants, research coordinators, and other staff responsible for working with research subjects and/or their information and/or samples.

	REVIEW NOTES:
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