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Research Service Update of Revised Forms and Processes


	Document
	Title of Document
	Status
	Reference # and Description of Change

	Credentialing

	

	Scope of Practice for Research Personnel
	*Revised*
	#1.  Addition of this statement:   “Local training may be required to perform some of the duties authorized to conduct a study.”

	Subcommittee for Research Safety (SRS) Forms

	
	Safety Form
	*Revised*
	The change to the 2-page safety application is a reminder/statement that new submissions must be accompanied by the Biosafety & Chemical Risk Assessment Summary. 

	
	Biosafety and Chemical Risk Assessment Summary
	*New*
	The SRS now requires submission of a Biosafety & Chemical Risk Assessment Summary for all new protocols. This form will be posted on the SRS internet page http://www.nebraska.va.gov/services/Research/safety/safety_forms.asp


	IACUC Forms

	Appendix  A
	IACUC Initial Submission Checklist
	*Revised*
	[bookmark: _GoBack]All initial protocols require the Version 3 ACORP be submitted.  
The Biosafety & Chemical Risk Assessment Summary is required for all initial submissions.
This form is available on the SRS website.
Bi-annual training is required for all persons working with animals.
The Financial Conflict of Interest Statement requires a summary of the area of research     as stated in Section III, pg. 5

	Appendix J
	IACUC Amended/Revised ACORP/Protocol
Reporting Form
	*Revised*
	Update the power analysis if originally submitted.

	IRB Forms

	Appendix K

	Subcommittee of Human Studies (IRB) Submission Guidelines
	*Revised*
	Revised to include instructions for Bio-Safety & Chemical Risk Assessment Summary.

	Appendix L
	Human Studies Protocol Submission Checklist
	*Revised*
	Revised to include instructions for Bio-Safety & Chemical Risk Assessment Summary.

	Appendix M
	Review of Medical Records and/or VA Database Submission Checklist
	*Revised*
	Revised wording for “Data Security Checklist” to “Checklist for Reviewing Privacy, Confidentiality and Information Security in Research.”

	Appendix AA
	Waiver of Informed Consent Requirements
	*Revised*
	Clarifies that the IRB can grant a waiver for the requirement of a Master Human Subject list, when the Criteria for Part B, Waiver of Documentation of Informed Consent, is met AND Criterion 1 is met (IRB determines that including the subjects on such a master list poses a potential risk to the subjects from breach of confidentiality).

	Appendix BB
	HIPAA Waiver of Authorization to Release Medical Records or Protected Health Information (PHI)
	*Revised*
	Item 1 includes a reference to Appendix T, Item 8m for a list of protected health identifiers.
Item 3b includes a reference to Appendix T, Item 13c for the VHA’s Records Control Schedule.


	Appendix IIa
	Request for Utilization of CRU 
	*Revised*
	Form was amended to clarify funding sources, need for coordinator and study supply space, use of RME (Reusable Medical Equipment) in the protocol, and need for study protocol and proposed study budget review prior to form approval.

	Appendix KK
	IRB Continuing Review Submission Form
	*Revised*
	Corrections and clarifications made to enhance the functionality of the form.

	Appendix NN

	Checklist for Reviewing Privacy, Confidentiality and Information Security in Research
	*Revised*
	1. Updated the contact information on initial page.
2. Order of form re-arranged to match the Human Research Protocol Worksheet (Appendix T).

	Appendix OO
	IRB Reviewer Checklist
	*Revised*
	Items modified to provide clarification for reviewers.

	R&D Forms

	Appendix L2
	R&D Committee Submission Checklist
	*Revised*
	The Biosafety & Chemical Risk Assessment Summary is required for all initial submissions.  This form is available on the SRS website:  http://www.nebraska.va.gov/services/Research/safety_home.asp

	Appendix Q 
	Request to Review Research Proposal/ Project
	*Revised*
	#17 Updated the reference to the Research Financial Conflict of Interest Statement.
#21 Included the responsibility for the oversight of research-related training for all team members.  Prior to the Principal Investigator’s signature block, the PI must initial if training has been provided for all team members or training has not been completed but will be before they participate in the research protocol.
Note:  This form is used for all Research initial submissions.

	Guidance Documents

	· Contact Lists for Research Administrative Office and Institutional Support.  Updated the IRB Submission Contact List to identify John Hudson, II, Ph.D. as the Administrative Officer and Nancy Walkenhorst (previously Vohl) as R&D Committee Coordinator.
· Research Office Contacts for R&D Committee Submissions identifies John Hudson, II, Ph.D., as the Administrative Officer and        Nancy Walkenhorst (previously Vohl) as R&D Committee Coordinator.

	IRB SOP Modifications

	· Addition of notification of ACOS/R&D when a lapse of approval occurs.  (Page 51)
· Addition of Subcommittee for Research Safety form in the Appendices, Biosafety and Chemical Risk Assessment Summary. (Page 5)
· Correction of naming of the current Research Financial Conflict of Interest Statement and the Checklist for Reviewing Privacy, Confidentiality and Information Security in Research in the Appendices. (Pages 4 and 5)

	R&D SOP Modifications

	· Replace naming of Research Safety/Biosafety Subcommittee with Subcommittee for Research Safety.  (Page 1)
· Insert the word “privacy” to be consistent with our other documents. (Page 3)
· Replace naming of Research Safety/Biosafety Subcommittee with Subcommittee for Research Safety.  (Page 5)
· Replace “every two years” instead of annually for CITI training and “Talent” Management instead of Learning Management System  (Page 7)
· Inserted “with primary reviewers identified” consistent with initial and continuing reviews (Page 10)
· Language was changed to “are made available” to allow for electronic distribution or hard copies of continuing reviews to committee members. (Page 11)
· Language was changed to “are made available” to allow for electronic distribution or hard copies of amendments to committee members. (Page 13)
· Expired Directives were removed from the References.  (Page 16)
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