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The PI is responsible for ensuring that an organized filing system for all protocol-related documents (regulatory documents) is maintained.  A Regulatory Study Binder is required for each approved research protocol. Please file copies of the documents listed below in a chronological order:

	1. 
	Protocol:
	Original protocol and revised protocols. A Protocol Tracking Log is included. 

	2. 
	IRB:
	Paper copy of the e-IRB Submission, IRB Committee approval documentation, Continuing Review submissions and approvals, etc. You may choose to keep all R&D documents here or in the R&D section.

	3. 
	R&D

	Copies of correspondence to and from the R&D Committee, Science Information Office, Information Security Office, and the Privacy Office. The Accounting of Disclosure Log is included.

	4. 
	Amendments/Modifications
	Modification forms with supporting documentation.
An Amendment/Modification Log is included.

	5. 
	Approved Consent Forms:
	Currently approved Informed Consent Forms.  HIPAA Form and Revocation Letter may be filed here as well. 
A Record of Approved Consent Forms is included.  

	6. 
	Old Consent Forms:
	Keep old versions of approved Informed Consent Forms, HIPAA Authorization, and Revocation forms.  Keep them separate from most current forms to avoid using outdated forms.

	7. 
	Reportable Events:



	Keep copies of all Reportable Protocol Events submitted to the AVAMC Research Office along with supporting documentation. These include: Reportable Events, Protocol Deviations/Violations, and Safety Reports. A Reportable Event Log, a Protocol Deviation/Violations Log, & a Safety Report Log are included.

	8. 
	Study Subjects:

	A Study Subject Log is included to keep record of all subjects that signed the consent form, enrolled in the study, failed screening, and/or completed study participation.

	9. 
	Staff Signature and Delegated Responsibilities, Certifications, CVs, etc.
	A Staff signature and Delegated Responsibilities Log is included and needs to list each study staff member. Training obtained during the study may be listed on Research Staff Training Log if desired.  CVs may be filed here as well.

	10. 
	CRFs
	Blank paper copies of the CRFs, questionnaires used for the study, etc.

	11. 
	Correspondence:
	Copies of correspondence to and from the Sponsor.  


	12. 
	Miscellaneous:
	Other study related documents that do not fit in other study binder categories. (I.e. study supplies orders, shipping notifications, etc).
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