
INVESTIGATOR REQUIREMENTS:  The Principal Investigator (PI) and Co-PI (who shares in funding) must have a VA staff appointment.  Non-funded protocols may have only one Principal Investigator.  Principal Investigators are encouraged to make an appointment with the IRB Coordinator by calling 402-995-3932 to discuss the submission of a new protocol and if it meets the definition of human research.  The IRB Chair, Associate Chief of Staff/Research, Deputy ACOS, Administrative Officer/Research, and R&D Committee Coordinator may be consulted.  The IRB Standard Operating Procedures are available on the Research website (identified below).

ANNUAL SCOPE OF PRACTICE (SOP) REVIEW: Please ensure all SOP forms for yourself and all personnel assigned to this protocol are current and on file.  Please contact the Research Administrative Officer at (402) 995-3541 or (151).

QUESTIONS ABOUT WHETHER AN ACTIVITY NEEDS TO BE SUBMITED TO THE IRB:  If there are questions about whether a proposed activity needs to be submitted to the IRB, provide a written description to the IRB office with a request for a determination of whether the activity is human research. Written communication will be provided back to the PI.  
 
RESEARCH STUDY REQUIREMENTS:  All proposed human research studies including requests for exemption must be reviewed and approved by the VA Nebraska-Western Iowa Health Care System IRB and R&D Committee as well as other applicable committees (i.e., Research Safety/Biosafety, etc.).  Documentation of completion of human subject protection education is required as outlined in the IRB Standard Operating Procedures (Section V).  

SUBMISSION DEADLINE:  Protocols are due to the IRB Coordinator (151) by the 25th of the month in order to be reviewed by the IRB the second Thursday of the following month.  The study will be forwarded to the R&D Committee for review and final approval.

HUMAN RESEARCH SUBMISSION FORMS are available on the Research website at http://www.nebraska.va.gov/ Follow the links for “Services”, “Research”, “IRB”, then “Forms”. The contact for the IRB Coordinator is 402-995-3932.   Only typewritten forms will be accepted.

The Human Studies Protocol Submission checklist (Appendix L) is provided to assist in the preparation and required documents for the research proposed. 

The Medical Records and/or VA Database Submission Checklist (Appendix M) provides a listing of applicable components when conducting a medical record/database study not requesting use of the consent document. 

Please submit the applicable forms as checked on the accompanying checklist.  These forms are included as appendices in the Standard Operating Procedures. 

Appendix L
Human Studies Protocol
Submission Checklist[image: NWI Logo]
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Subcommittee of Human Studies (IRB)
Submission Guidelines 
1.	An Investigator Data Sheet or Page 18 and a Personal Data Form must be completed for a new PI and a Co-PI (who share in the funding and reporting responsibility). (Appendix N and Appendix O)  Note: It is a VA requirement to include an eCommons ID from the NIH when completing the Page 18.  If you do not have one, contact the Administrative Officer at 402-995-3541 for assistance.
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2.	A Request to Review Research Form with the appropriate signatures of the Principal Investigator and the Service Chief from the department who holds your VA appointment must be completed.  (Appendix Q)  Please check the support services who may be involved in the study; for example, Pathology and Laboratory Medicine, Pharmacy, Radiology Services, Clinical Research Unit, etc.; a template requesting support is available in the application packet (Appendices II and IIa). In addition, you may reference the guidance document, Institutional Support Contact List. 

3.	An abstract of no more than 500 words organized under the following headings:  Objectives, Research Design, and Methodology. (See Abstract Guidelines – Appendix R)  E-mail an electronic copy to the IRB Coordinator to import into the VA tracking system. 

4.	A Research Financial Conflict of Interest Statement is required for each Investigator. (Appendix S) 

5.	A Human Research Protocol Worksheet must be completed to assist in assessing the type of research proposed.  (Appendix T) 

6.	A Participating Research Team Member List must be completed for all research team members who will participate in the study and includes each individual’s role in the research proposal and type of appointment (VA or WOC). (Appendix W) 

Informed consent process 
7.	When the informed consent process requires documentation of informed consent, the VA Form 10-1086 is used.  (Appendix Y) The template outlines basic elements and additional elements specific to the study proposed.  The HIPAA Authorization for Release of PHI for Research Purposes (Appendix Z (VA Form 10-0493)) is required for all participants who sign the 10-1086 informed consent document when using PHI. 

8.	Recruitment materials such as advertisements, scripts of radio ads and flyers should be included in the application. Guidance is provided in the IRB Standard Operating Procedures.  Appendix X must be completed for advertisements/flyers.  This template is submitted to the IRB and forwarded to Medical Media by the PI following IRB approval.  

	Note:  Requirements when screening medical records as part of the recruitment process. (Section VIII D – IRB SOP)

Note:  Recruitment of non-veterans must be requested and justified as outlined in Section VIII D – IRB SOP.

9.	When research represents no more than minimal risk and meets the criteria for waiver of informed consent or alteration of elements or waiver of documentation of informed consent, a request for Waiver of Informed Consent Requirements (Appendix AA) should be completed.  The HIPAA Waiver of Authorization to Release Medical Records or PHI (Appendix BB) will be required to use PHI in the conduct of the study.  


10.	Surveys or questionnaires (coded or anonymous) must be submitted for IRB approval.  

Requesting Exemption 
11.	A Determination of Exempt Status should be completed when research activities will involve de-identified data, when recorded, and the only involvement of human subjects meets one of the six categories of exemption. (Appendix DD) 

Use of Research Study Drugs and Devices 
12.	An Investigational Drug Information Record, VA Form 10-9012, completed in accordance with VHA 1200.5, if any medications, food supplements, vitamins, or other substances are administered to the subjects, even if the administered substances are FDA-approved.  (Appendix EE)   

Note: Validation of FDA Investigational New Drug (IND) number is required, if applicable. If an IND is not obtained, does use of proposed research drug meet FDA criteria for exemption of IND? For investigational devices, if FDA IDE exists, please provide number (validation is required). If no FDA IDE exists, please provide explanation regarding whether device meets FDA criteria as a non-significant risk device. (See sections XII and XIV in SOP for assistance related to IND and IDE.)

Stored Biological Materials or DNA 
13.	Complete this form if the research study involves long-term storage of biological materials that can be linked to an individual, genetic material, transformation of human tissue samples into immortalized cell lines or gene therapy.  (Appendix FF) 

14.	A complete protocol which describes the proposed Research Plan (Appendix GG).  For research projects which are submitted to external funding agencies, the protocol submitted to the R&D Committee must be the complete and exact protocol submitted to the funding agency.

The Memorandum of Concurrence signed by the R&D Committee Chair and Deputy ACOS/R&D must accompany this protocol submission for non-VA funded grants which have received a fundable score.

15.	A detailed budget for all funded or potentially funded studies, including the per patient cost and how the cost was derived on studies funded by proprietary companies (i.e., the budget contained in the financial agreement between the sponsor and the grantee institution or the budget submitted to the granting agency). (Appendix T references budget requirements) 

16.	Safety Committee Submission Forms (all three are required).

The Research Safety Application (Appendix JJ) prepared in accordance with VHA Handbook 1200.8 to determine if the proposed research involves use of specimens, Recombinant DNA, biohazards, radioisotopes, chemicals, or other hazardous substances or devices, regardless of funding source in a research laboratory setting.   

	VHA Form 10-0398 - Research Protocol Safety Survey

	The Bio-Safety and Chemical Risk Assessment Summary is required for all submissions.  This form is available on the Subcommittee for Research Safety (SRS) website.

17.	The Checklist for Reviewing Privacy, Confidentiality and Information Security in Research must be completed which describes how VA research information will be stored and secured.  Privacy Officer and Information Security Officer approval must be obtained prior to submission to the IRB.  (Appendix NN)

18.	Letters of Support templates are provided to request support from various services to conduct a clinical research study (i.e., Pharmacy, Radiology, Pathology, etc.) (Appendix II)

19.	Request for Utilization of Clinical Research Unit (CRU) support template – this request must accompany all studies requesting space in the CRU to conduct a clinical study. (Appendix IIa)

20.	Attach Curriculum Vitae for first time submissions to the IRB or a biographical sketch (NIH format, etc.) for subsequent submissions which demonstrates qualifications. 

21.	Submit the Investigator’s Brochure from the sponsor for investigational studies. 

22.	Clinical Agreement/CRADA is required for industry-sponsored studies which outlines responsibilities between the sponsor and the funding administrator.  While contracts are not reviewed by the IRB and R&D Committee, their approval and signatures are required prior to initiation of a study.
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