 (
New: You do not have to make a copy of your application for the IRB!
)
IRB Application Form


Instructions

What requires review by the Institutional Review Board (IRB)?

If there is any element of research in any activity involving human subjects, including biological specimens and private medical data, the activity must undergo IRB review before it may start.  If you are unsure whether IRB review is required, submit an abstract of what you propose to do and request a determination from the IRB.

How to complete this form and begin the IRB review process

1. This form must not be handwritten. This template is enabled for you to fill in the fields for each question and save an electronic copy for your files. 
2. Fill out all of the questions on this form completely. 
3. Fill out and attach the appropriate appendices required by responses in this application.
4. Attach supporting documentation: consent form(s), assent form(s), protocol, survey instruments, interview schedules, solicitation letters, advertisements, letters of permission, etc.
5. Complete the checklist that accompanies this form to assure all requirements for submission are completed so that review is not delayed.
6. Contact the IRB office to arrange a Pre-Review of your application.
7. Submit this application and appendices along with the supporting documentation to the IRB Office (3M-123). See below.
MINNEAPOLIS VAHCS				       			   INSTITUTIONAL REVIEW BOARD
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Contents of Application Form

1. 
2. Project Identification and Signatures
3. Sponsor
4. Oversight & Monitoring
5. Conflict of Interest for all research staff
6. Summary of Activities
7. Subject Information
8. Recruitment
9. Waivers
10. Vulnerable or Incompetent Subjects
11. Informed Consent Process
12. Payment of Subjects
13. Risks and Benefits
14. Data Security, Confidentiality and Privacy Protections
15. Safety of Research Personnel
16. Use of Radiation or Radioactive Substances
17. Audiotaping or Photography of Subjects
18. Biological Samples
19. Investigational Drugs/ Biological Products
20. Investigational Devices
21. Exempt/ Expedited Review and Risk Assessment

Appendices: Available on the Research SharePoint Site on the Human Studies/IRB Forms page in New IRB Submissions folder.
 
Appendix A. 	Additional Research Personnel
Appendix C. 	Recruitment Materials Information
Appendix E. 	Targeting/Inclusion of Vulnerable Populations Information
Appendix F. 	Surrogate Consent Information
Appendix G. 	Use of Drugs and/or Biologic Products in Research Form
Appendix H. 	Use of Devices in Research Form
Appendix I. 	RDRC Application Form
Appendix J. 	Radiation Safety Committee Application Form
Appendix L. 	Banking, Storage, and Reuse of Biological Specimens Information
Appendix M.   	Inventory Device Log Sample

Appendix N. 		Expedited Research Categories 	Information
Appendix R. 	Key Points Related to Privacy and IT Security
Appendix W. 	Waiver Information
Appendix W1. 	Waiver or Alteration of Informed Consent
Appendix W2. 	Waiver of Documentation of Informed Consent
Appendix W3. 	Waiver or Alteration of HIPAA Authorization
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SUBMISSION PACKET REQUIREMENTS FOR SUBMISSION FOR FULL COMMITTEE REVIEW

A Pre-Review of your application by IRB Coordinator is required.
The entire submission packet must be received in the IRB Office (3M-123) before it will be reviewed by the IRB. For submission deadlines, see the calendar located at: http://vaww.visn23.portal.va.gov/min/SiteDirectory/Research1/IRBForms/default.aspx 
1.	Submit the following documents in this order, just the original with no staples (no copy needed):
· IRB Application form
· Abstract (understandable to a lay person) organized under these headings:
1.	Objective(s)
2.	Research Design/Methodology
3.	Clinical Significance
The abstract should be limited to 500 words 
Do not underline, italicize or otherwise format the abstract and do not use subscripts, superscripts, Greek letters or symbols.  The abstract will be used by the IRB for review of your protocol and will be entered into the RDIS computer database for reporting to VA Headquarters.
· Informed consent form, using IRB template
· HIPAA authorization form, using IRB template 
· HIPAA Waiver of Authorization (determine which one is applicable, See Appendix W), using IRB templates
· Copies of other materials used as part of the study (e.g. surveys, questionnaires, scripts for interviews, recruitment materials),  
· Copies of all Appendices, if directed to complete by application section.
2.	In addition, submit the following:
· Research Protocol Safety Survey with an abstract attached. The safety survey is found on the Research SharePoint site in the Safety section (Safety Information page).  Submit the safety forms with your application and the IRB staff will forward them to the Safety Committee. 
•	Request to Review Research Proposal with abstract attached.
•	Investigator Data if this is your first research submission to the Minneapolis IRB.
•	Protocol: One (1) paper copy and one (1) electronic copy of the study protocol or grant application (if applicable).  Place the electronic copy here: Q:\Human Studies\IRB Electronic Protocols & IBs.The protocol/grant application will be given to the primary reviewer who may contact you before the meeting. For all DHHS studies (e.g. CALGB, NIH) and VA Coop studies, the sample consent provided by the sponsor must also be submitted for IRB review/comparison (This may be part of the protocol document).
•	Investigational Drug Brochure: One (1) paper copy and one (1) electronic copy of the Investigational Drug Brochure (if applicable). Place the electronic copy here: Q:\Human Studies\IRB Electronic Protocols & IBs. If the study drug is FDA-approved, an Investigator's Brochure may not be available.  Please submit the drug's package insert or information from the Micromedex.
•	VA Form 10-9012 (signed original) if the study involves investigational drugs or any substances used to prove the hypothesis of the study.  Contact the Investigational Pharmacist for assistance and questions regarding this form (x 3104).
•	FDA Form 1572 (signed copy) if study involves an investigational drug or device.
•	Research Financial Conflict of Interest Statement form for each member of your research team. This is the same form that is completed for MVMREF in association with the CRADA.
•	Minneapolis VAMC PHI and Sensitive Information Use Statement-Initial Review (signed original). This form is available on the IRB Sharepoint site in the folder New IRB Submissions / Privacy and Data Security.

RESEARCH MAY NOT BE INITIATED PRIOR TO FORMAL WRITTEN APPROVAL BY THE HUMAN STUDIES SUBCOMMITTEE AND SUBSEQUENT R&D COMMITTEE APPROVAL.



SUBMISSION PACKET REQUIREMENTS FOR SUBMISSION FOR EXPEDITED REVIEW

If you would like this study to be considered by the IRB for expedited review, contact the IRB Administrator or IRB staff. 

Federal criteria for risk assessment make some studies eligible for Expedited Review (see 45 CFR 46.110 and 21 CFR 56.110).  Expedited review categories can be found in Appendix N on the SharePoint-IRB Forms page Education Topics section.


A Pre-Review of your application by IRB Coordinator is highly recommended. Deadline for submission is the 15th of every month.

The entire submission packet must be received in the IRB Office (3M-123) before it will be reviewed by the IRB. 

For review of expedited or exempt protocols, submit the original of following documents (no copies needed):

· IRB Application form
· Abstract organized under these headings:
· 1.  Objective(s)
· 2.  Research Design/Methodology
· 3.  Clinical Significance
The abstract should be limited to 500 words 
Do not underline, italicize or otherwise format the abstract and do not use subscripts, superscripts, Greek letters or symbols.  The abstract will be used by the IRB for review of your protocol and will be entered into the RDIS computer database for reporting to VA Headquarters.
· Request to Review Research Proposal with abstract
· Investigator Data Form, if this is your first submission (submit original only)
· Written Informed Consent form, if applicable
· HIPAA Authorization form, if using a written informed consent,
· HIPAA waiver of consent/ authorization (use the one applicable to the study, See Appendix W) 
· Copy of all surveys, test, questionnaires etc.
· Copy of all advertisements (posters, newspaper ads, flyers, etc.
· Research Protocol: A detailed study plan including methods for monitoring adverse events and protecting PHI. Studies will NOT be reviewed without a protocol. Submit your grant application if applicable.
· Initial PHI and Sensitive Information Use Statement-Initial Review
· Research Protocol Safety Survey with abstract: Found in the Research SharePoint site in the Safety section (Safety Information page).  Submit the safety forms with your application and the IRB staff will forward them to the Safety Committee.
· Research Financial Conflict of Interest Statement form for each member of your research team.


Final decision about whether the research qualifies as exempt or expedited rests with the IRB.


RESEARCH MAY NOT BE INITIATED PRIOR TO FORMAL WRITTEN APPROVAL BY THE HUMAN STUDIES SUBCOMMITTEE AND SUBSEQUENT R&D COMMITTEE APPROVAL.




IRB Application for Initial Review Cover Page
Review all items on this page and submit this page as a cover page for your application.
                
 Provisions have been made to minimize risks and those procedures are documented in application.
|_| Provisions have been made and documented to care for subjects in case of accident or injury. 		|_| N/A
|_| Provisions have been made to obtain informed consent from all individuals related to the study. (e.g. parents, subjects, cooperating institutions, etc.)     |_| N/A
|_| All questions on the application have been completed. This includes:
- A lay abstract stating the purpose of the study. 
- A description of the study population, inclusion/exclusion criteria, process of identifying subjects, etc.
- A full description of anticipated risks and benefits of study participation.
- A description of procedures to maintain confidentiality.

|_| All supporting documents have been attached. This includes protocol, survey instruments, interview schedules, solicitation letters, flyers, advertisements, etc.

|_| Appendices are completed and attached.
|_| A copy of the entire application has been made for the investigator's records. 

MANDATORY PERSONNEL REQUIREMENTS PRIOR TO SUBMISSION
|_| All research personnel named on this application MUST have completed all required research training, including Good Clinical Practices and Human Subject’s Protection research training prior to submission of this application.  
|_| All personnel named on this IRB application MUST complete a Research Scope of Practice form prior to beginning any research activities. This must be renewed annually and submitted to the Research Service office.
|_| All WOC appointment and contract employees MUST have registered with the Research Service office and receive authorization to conduct research activities at the Minneapolis VA prior to beginning any research activities.
Your application will not be reviewed until all mandatory training and credentialing are completed. Check with Research Service office x 2800 or x 2033 for current requirements.

PLEASE CHECK BELOW, IF INCLUDED WITH THIS APPLICATION

	|_| Appendix A. Additional Research Personnel
|_| Appendix E. 	Targeting/Inclusion of       Vulnerable Populations
|_| Appendix G. Use of Drugs and/or Biologic Products in Research

|_| VA form 10-9012 (If there is more than one investigational drug in study, enter total # of 10-9012 forms submitted):       

|_| FDA form 1572
|_| VA form 10-1086- Informed Consent form
|_| VA Form 10-3203-Consent for Use of 	Picture and/or Voice
|_| Surrogate Consent
|_| Assent form
|_| Modified Dysken Screening Tool

	|_| Conflict of Interest form for all research staff

	
	|_| Appendix H. 	Use of Devices in Research

	
	|_| Appendix I. 	RDRC Application

	
	|_| Appendix J. 	Radiation Safety Committee Application

	
	|_| Appendix W1. Waiver or Alteration of Informed Consent
|_| Appendix W2. 	Waiver of Documentation of Informed Consent
|_| Appendix W3. Waiver or Alteration of HIPAA Authorization

|_| Research Protocol Safety Survey (RPSS-10-0398)
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IRB Application Form
Updated July, 2009


	1. Project Identification and Signatures



Project Title (Project title must match grant title. If different, also provide grant title):

	     



Person preparing this document

	[bookmark: Text2]Name:      
	[bookmark: Text25]Phone number:      

	[bookmark: Text24]Email:      
	Fax:      



Principal Investigator (PI)

	Name (Last name, First name MI):
     
	Degree(s):
     

	Department:      

Routing Symbol:      

	Direct Phone Number:
     

	
	Pager or Cell Phone Number:
     

	
	Fax:
     

	Human Studies and Good Clinical Practices Training:
[bookmark: Text5]Date (mm/dd/yy)      
	Email:
     

	[bookmark: Check83]Employment Status:     |_| VA       |_| WOC      |_| Contract      |_| Other (e.g. resident, fellow, intern, 										medical student)
								 Specify:      

	Will PI be consenting subjects?  |_| Yes 		|_| No


	*****Submit only one current (updated within the past year) CV with protocol application*****


	As Principal Investigator of this study, I assure the IRB that the following statements are true:
The information provided in this form is correct. I have evaluated this protocol and determined that I have the resources necessary to protect participants, such as adequate funding, appropriately trained staff, and necessary facilities and equipment.  I will seek and obtain prior written approval from the IRB for any modifications in the proposal, including changes in procedures, study personnel, funding agencies, etc. I will promptly report any unexpected or otherwise significant adverse events or unanticipated problems or incidents that may occur in the course of this study per IRB reporting procedures. I will report in writing any significant new findings which develop during the course of this study which may affect the risks and benefits to participation. I will not begin my research until I have received written notification of final IRB and R&D Committee approval. I will comply with all IRB requests to report on the status of the study. I will maintain records of this research according to IRB guidelines. If these conditions are not met, I understand that approval of this research could be suspended or terminated.

	
	     
	     

	Original Signature of PI
	Title of PI
	Date




Contact Person for IRB Correspondence

	Name (Last name, First name MI):
     
	Degree(s):      
	Department:      
Routing Symbol:      

	Direct Phone Number:     		Pager or Cell Phone Number:      	Fax:     




RESEARCH TEAM
MINNEAPOLIS VAHCS				       		   INSTITUTIONAL REVIEW BOARD
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	Co-Investigator(s)
	


Please list all Co-Investigators for this project. If a Co-Investigator has equal responsibility with the PI, then they should be designated as a Co-PI. Please check the appropriate box in each section. Please indicate the designation for each individual listed below. For intervention, medication and device protocols, two M.D.s must be designated as Principal Investigator and Co-Principal Investigator to provide continuous supervision of subjects in case the PI is not available.

	Name (Last name, First name MI):
     
	Degree(s):
     

	Department:      

Routing Symbol:      

	Direct Phone Number:
     

	
	Pager or Cell Phone Number:
     

	
	Fax:
     

	Human Studies and Good Clinical Practices Training (CITI training) Date (mm/dd/yy):
      
	Email:
     

	Employment Status:     |_| VA       |_| WOC      |_| Contract      |_| Other (e.g. resident, fellow, intern, 										medical student)
								 Specify:      

	Will this individual be consenting subjects? |_| Yes 	|_| No


	Designated as Co-PI? 	|_| Yes 	|_| No


	*****Submit only one copy of current (updated within the past year) CV with protocol application*****




To add additional Co-Investigators, please complete Appendix A (located on SharePoint site).

Study Coordinator(s) Only one individual should be designated as Study Coordinator for each protocol. This individual will serve as the main IRB contact person. Other coordinators should be listed in the Research Staff section of this application.

	Name (Last name, First name MI):
     
	Degree(s):
     

	Department:      

Routing Symbol:      

	Direct Phone Number:
     

	
	Pager or Cell Phone Number:
     

	
	Fax:
     

	Human Studies and Good Clinical Practices Training:
Date (mm/dd/yy)      
	Email:
     

	Employment Status:     |_| VA       |_| WOC      |_| Contract      |_| Other (e.g. resident, fellow, intern, 										medical student)
								 Specify:      

	Will this individual be consenting subjects?  |_| Yes 		|_| No






	
Other Research Staff
	




Provide the following information for all other personnel conducting research activities for this protocol and designate those that will be consenting research subjects.

	Name (Last name, First name MI):
     
	Degree(s):
     

	Department:      

Routing Symbol:      

	Direct Phone Number:
     

	
	Pager or Cell Phone Number:
     

	
	Fax:
     

	Human Studies and Good Clinical Practices Training:
Date (mm/dd/yy)      
	Email:
     

	Employment Status:     |_| VA       |_| WOC      |_| Contract      |_| Other (e.g. resident, fellow, intern, 										medical student)
								 Specify:      

	Will individual be consenting subjects?  |_| Yes 		|_| No




To add additional Other Research Staff, please complete Appendix A (located on SharePoint site).


	2. Sponsor



	Sponsor:  	|_| Yes, specify:      		Duration of funding:      
	|_| No

	Anticipated start date of funding (mm/dd/yy):      

	3. Oversight & Monitoring							



Will this research be monitored by an agency, board or designee other than the investigator and sponsor? 
		|_| Yes 	   |_| No

Name of individual/entity/group/board providing data and safety monitoring (e.g. DSMB):
	     



Describe the process for safety monitoring and reporting adverse events. If you do not have a data and safety monitoring board, what is your data and safety monitoring plan to ensure the safety of participants? 	
	     




	4. Conflict of Interest						



Each member of your research team who are participating in the protocol are required to complete a Research Financial Conflict of Interest Statement form as part of their IRB submission packet. If you have submitted a Research Financial Conflict of Interest Statement form(s) for the Minnesota Veterans Medical Research & Education Foundation (MVMREF) for this protocol, in association with a CRADA, please submit a copy of that form(s) to the IRB, otherwise complete a new form for the IRB.


Have you identified a conflict of interest for anyone on the research team?
[bookmark: Check111]|_| No
[bookmark: Check112]|_| Yes- If any questions on the Research Financial Conflict of Interest Statement are answered in the affirmative, the conflict must be managed by the VA Regional Counsel.
	
If yes, identify the individual(s) with a conflict of interest:
	     




[bookmark: Check113][bookmark: Check114]Has this potential conflict(s) of interest been disclosed and managed? |_| No.	|_| Yes.

Final IRB approval cannot be granted until all potential conflict matters are settled.  The IRB requires a recommendation from the Regional Counsel regarding disclosure to subjects and management of the conflict.  The full IRB committee will determine what disclosure language should be in the consent form.  

	5. Summary of Activities					



The following questions must be answered in lay language or language understood by a person unfamiliar with your area of research. Area-specific jargon should be avoided or explicitly explained. Do not say “see protocol” or “protocol attached”.

Anticipated Start Date: month/day/year
	     



	What is your research question? (Hypothesis or Objectives)
	

	     

	
What is the significance of knowledge that will come from the study? 
	


	     



	Study Type (e.g., observational, randomized placebo-controlled, etc., and if a Phase II, III or IV trial.)
	

	     



Inclusion and Exclusion of Subjects in this Research Study

Describe the Inclusion Criteria for this study in detail:
	     



Describe the Exclusion Criteria for this study in detail:
	     

	
Abstract of protocol in lay terms: Include purpose, description of methods, and clinical significance of the study.
	


	     



Other Research Study Information

Length of entire study:
	     



Study site(s) 
	     



Will you be the lead investigator of research being conducted at multiple sites: |_| Yes 	|_| No

If yes, provide the following information: 

	Contact Information for Site
	Has site granted permission for the research to be conducted? (Include written documentation of this with your submission)
	Does site have an IRB?
	If yes, has the IRB approved the research?

	     
	     
	     
	     

	     
	     
	     
	     



If yes, describe how you will manage/disseminate information that is relevant to the protection of participants, such as: unanticipated problems involving risks to participants or others, interim results, protocol modification. 
	     





Describe setting of the conduct of the study: (area of the MVAMC, location outside MVAMC, clinical area, laboratory, etc.)
	     



Length of subject study participation: (Total time that each research subject will be involved, this should agree with what you have stated in the informed consent document.)
	     



Length of study data collection: 
	     



Does protocol require hospitalization for purely research purposes? |_| Yes 	|_| No

List procedure(s) being performed as part of this study.
	     



Which of these procedure(s) is being performed already for diagnostic or treatment purposes?
	     




	6. Research Subject Information



Does this study involve retrospective record review only, without direct contact with research subjects?  
	|_| Yes 		|_| No


Who are the subjects?		
	     



Please note: Non-veterans may only be recruited for VA approved research studies if there are insufficient veterans available to complete the study.

If you are recruiting non-veterans, please justify: 	
	     



Number of Subjects

How many subjects (or records) do you plan to screen for enrollment at this facility?	     

How many subjects do you expect to enroll at this facility? (This is the number of subjects from whom you will be obtaining consent)	     

Is this is a multi-site study?   |_| Yes 	|_| No

[bookmark: Text63]If yes, what is the total number of subjects to be enrolled from all centers?      

If protocol is for a non-sponsored study, provide your analysis plan for determining sample size, verifying that the number of subjects is sufficient to obtain your objective.
	     




	7. Recruitment



Describe the subject recruitment strategies you will use for each group of subjects:
Where and how subjects will be recruited, what setting will be used?
Attach a copy of any and all recruitment materials to be used e.g. advertisements, bulletin board notices, e-mails, letters, phone scripts, or URLs.

	     



Explain who will approach subjects to take part in the research and what will be done to protect subjects’ privacy in this recruiting process:

	     



Are recruitment materials or a recruitment letter used for this study? |_| Yes 	|_| No
If yes, please review information in Appendix C. 

Please check type of recruitment materials to be used:
	|_| Flyer
	|_| Radio/TV advertisement

	|_| Poster
	|_| Letter to potential enrollees

	|_| Newspaper advertisement
	|_| Other, specify:      



	Will incentives, i.e. bonus compensation be given to the investigator or others for recruiting?
	
	
	


|_| Yes* 		|_| No

	*If you responded yes, explain the compensation schedule.

	     




	8. Waivers



Review information in Appendix W – Information on Waivers to determine if you need any waivers for this study.

Waiver(s) is (are) submitted with this application: 
|_| Yes (Check all that are included):
|_| Waiver or Alteration of Informed Consent (Appendix W1)
|_| Waiver of Documentation of Informed Consent (Appendix W2)
|_| Waiver or Alteration of HIPAA Authorization (Appendix W3)
		
|_| No	Explain why a waiver is not needed. (e.g.-recruiting subjects from former study where they gave permission to be contacted for future studies, follow-up study of parent study, no PHI involved in study): 

	     




	9. Vulnerable or Incompetent Subjects and Special Populations



If any of the following populations are targeted or intentionally included in your research, please review information in Appendix E- Targeting/Intentional Inclusion of Vulnerable Subjects:
· Children
· Pregnant women and fetuses
· Students
· Employees
· Mentally disabled and those with impaired decision-making capacity
· Persons with a serious and persistent mental illness
· Economically or educationally disadvantaged persons

Appendix E included with this application: |_| Yes  |_| No

SPECIAL POPULATIONS

Will you be excluding classes of persons who might benefit from the research? 
(persons of specific ages, gender, ethnicity, women of child bearing potential*)       |_| Yes 	|_| No
*Please note: Women of child bearing potential should not be excluded unless there is a specific reason such as the potential for tetragenicity of the study drug.
 	
If yes, identify excluded population(s) and provide the scientific and ethical rationale for excluding this (these) population(s). 
	     



Will non-English speakers will be targeted or included? |_| Yes 		|_| No

If yes, provide justification:

	     



Provide plan for obtaining consent:

	     



The IRB is required by VA to specially review all protocols involving individuals with Post-Traumatic Stress Disorder. Does this protocol specifically study individuals with PTSD?
|_| Yes 		|_| No

	10. Informed Consent Process

	
Explain who will approach subjects to take part in the research. If study personnel are obtaining informed consent, this must be indicated in the PI, Co-PI and Study Team sections of this application. Include their job title and a brief description of your plans to train these individuals to obtain informed consent and answer the subject’s questions: 
	

	     



	When and in what setting will the consenting take place? Please state how you will assure their privacy during the consenting process (e.g. in a room alone with the study coordinator during consenting process).
	

	     



	Will there be any waiting period between informing the prospective participant about the study and obtaining consent? If yes, please explain.
	

	     



In relation to the actual data gathering or intervention, when will consent be discussed and documentation obtained? Be specific. Keep in mind that potential subjects need adequate time to consider participation.
	     



How will you determine who will give consent?
	i.e. subject, parent, guardian, Legally Authorized Representative.  If someone other than the subject will give consent, provide justification and a plan for obtaining surrogate consent.
	     



Describe the steps taken to minimize the possibility of coercion or undue influence.

	[bookmark: Text81]     



What language will be used by those obtaining consent?
	     



What language will be understood by the prospective participant or the legally authorized representative?
	     



Will a script be used for consenting potential subjects?  |_| Yes 		|_| No
	If yes, please submit with this application.

For research involving more than minimal risk: Describe what compensation is available if injury occurs or where further information may be obtained by the subject. 
	     



For research involving more than minimal risk, if medical treatments are available if injury occurs, explain what medical treatments will consist of and where further information could be obtained by the subject. 
	     



10a. Surrogate Consent

Are you including persons requiring surrogate consent? See Appendix F. 
|_| No
|_| Yes, see Appendix F. Prepare Surrogate Consent and Assent documents using templates located on the Research SharePoint site on the Human Studies/IRB forms page. 



10b. Subject Comprehension

It is the responsibility of the investigator to assess comprehension of the consent process and only enroll subjects who can demonstrate informed understanding of the research study (45 CFR 46.116) 
The content shall be easily understandable by a layperson with modest education, and if the subject or their authorized representative does not speak English, a validated and approved translation of the consent form must be used. 



What questions will be asked to assess the subjects’ understanding? (Questions should be open-ended and go beyond requiring only a yes/no response. e.g. have subject describe what is expected of them as a study participant; have subject describe purpose of the study; have subject describe risks of study participation; have subject describe what they should do if they decide to stop participation in the study)

	     





10c. Documentation of Consent

VA Form 10-1086 will be used to document informed consent.  Prepare and attach a consent form for IRB review. For all DHHS studies and VA Coop studies, the sample consent must also be submitted for IRB review/comparison.

Templates for the Minneapolis IRB Consent forms are available on the Research SharePoint site on the Human Studies/IRB Forms page. Do not submit sponsor prepared forms. Information from sponsors should be incorporated into the Minneapolis IRB Consent templates without editing the Minneapolis IRB standard language and all essential elements of informed consent.

	11. Payment of Subjects



VA Policy prohibits paying subjects to participate in research when the research is an integral part of a patient’s medical care and when it makes no special demands on the patient beyond those of usual medical care.  
Payment may be permitted in the following circumstances:
· There is no direct patient benefit to the volunteer and when standard practice in other institutions is to pay subjects.
· In Multi-Institutional studies, if subjects enrolled at collaborating non-VA institutions are being paid for the same participation in the same study at the same rate proposed.
· In other comparable situations, in the opinion of the IRB, where payment of patient volunteers is appropriate.
· Compensation of subjects for transportation expenses, if research participation will cause the subject to incur transportation expenses that would not be incurred in the normal course of receiving treatment and which are not reimbursed by any other mechanism.

Investigators who wish to pay research subjects must indicate the justification for the payment in their proposal.  The payment must be fair and appropriate and not constitute (or appear to constitute) undue pressure on the subject to volunteer for the research study.  Compensation should be pro-rated for subjects not completing the entire protocol.  The amount, manner, and time of the compensation should be described in the consent form.

Will subjects be paid? |_| Yes 		|_| No

      If yes, justify reasons for payment and describe payment amount and method:
	     



	12. Risks and Benefits



Does the Research involve:

Check all that apply:

|_| Any surgical process
|_| Administration of approved/unapproved drugs, chemical, or biological agents (Include Appendix G)
|_| Use of approved/unapproved devices (Include Appendix H)
|_| Use of Radiation (including x-rays) or Radioactive Substances (See Section 15 of IRB Application)
|_| Placebos
Use of a placebo requires special justification. Please explain the use of a placebo in this study.
	     



|_| Recombinant DNA /Human Gene Transfer (including use of vectors) (complete Section 14 of IRB Application)
|_| Biological Toxins (including truncated or mutated toxins) (complete section 14 of IRB Application)
|_| Infectious Agents (bacteria, viruses, protozoans, fungi) (complete section 14 of IRB Application)
|_| Embryonic stem cells
|_| Administration of physical stimuli
|_| Major changes in diet, exercise, or sleep
|_| Blood Draw (complete sections 14 and 17 of IRB Application)
|_| Audio or Video Recordings or Photography of Subjects (complete section 16 of IRB Application)

|_| Use of private records (medical or educational records)
|_| Possible invasion of privacy of subject or family
|_| Manipulation of psychological or social variables such as sensory deprivation, social isolation, psychological stresses
|_| Any probing for personal or sensitive information in surveys or interviews
|_| Presentation of materials which subjects might consider sensitive, offensive, threatening or degrading

[bookmark: Text52]|_| Other risks, specify:      

Describe the nature and degree of each risk or harm indicated above. The described risks/harms must be disclosed in the consent form.
	     




What is the level of risk to subjects in this research study?

|_| Not greater than minimal risk: Federal guidelines state that, "minimal risk” means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests." 

|_| Greater than minimal risk

Risk of study participation by category: You must address all five risk categories below.

What physical risks do subjects take in this study? 	
	     



What psychological risks do subjects take in this study? 	
	     



What social risks do subjects take in this study? 	
	     


	
What economic harm may subjects experience by participating in this study? 
	     



What legal risks may subjects be exposed to by participating in this study? 
	     



Describe the precautions that will be taken to minimize the risk to the subjects.	
	     



Clarify which risks are related to usual care vs. which risks are related specifically to the research? 	
	     



Justify the risk in terms of the potential scientific yield and in relation to the anticipated benefits to the subjects.
	     




List any anticipated direct and societal benefits to participation in this research project. If none, state that fact here and in the consent form. 

The benefit of receiving treatment is not necessarily a benefit to participation in the research project. That distinction is central to the informed consent process. 
Note: The results of the study (goals of the hypothesis) cannot be an expected benefit. Also, compensation paid to subjects is not considered a “benefit”, but should be described in Section 7-Recruitment.

	     



	[bookmark: OLE_LINK5][bookmark: OLE_LINK6]13. Data Security, Confidentiality, and Privacy Protections



Please review the document entitled: Key Points Related to Privacy and IT Security, located in Appendix R. All investigators and research personnel are required to follow all VA policies and federal regulations regarding data security, confidentiality, and privacy.

Describe the data management system of sponsor, provisions for confidentiality for any collaborators outside the MVAMC, the sponsor or its agents or contractors, or consultants that receive the subjects’ PHI/PII, as it relates to privacy protection. 

	     

	
List the privacy protections to protect the privacy interests of participants.

	     



List the confidentiality and security provisions that will be implemented within the VA and for each non-VA entity. 


	     



[bookmark: Check62][bookmark: Check63]Will data identifying the subjects be made available to anyone other than the Principal Investigator and the study team, e.g., FDA, study sponsor?		|_| Yes		|_| No

[bookmark: Text49]If yes, please explain below and include in HIPAA Authorization form.
 
State what PHI/PII will be received by sponsor or anyone else outside the VHA. HIPAA regulations require that you use only “minimal necessary” PHI for research purposes.

	|_|
	Names
	|_|
	Telephone Numbers

	|_|
	Address
	|_|
	E-mail Addresses

	|_|
	Fax Numbers
	|_|
	Medical Record Numbers

	|_|
	Social Security Numbers
	|_|
	Account Numbers 

	|_|
	Health Plan Beneficiary Number
	|_|
	Vehicle Identifiers and Serial Numbers 

	|_|
	Certificate/License Numbers
	|_|
	Web Universal Resource Locators (URL)

	|_|
	Device Identifiers and Serial Numbers
	|_|
	Biometric Identifiers (finger and voice prints)

	|_|
	Internet Protocol (IP) Address Numbers
	|_|
	Initials

	|_|
	Any Geographic Subdivisions Smaller Than a State (specify which of the following identifiers you will use: county, city, parish, or zip code)
	|_|
	Any Elements of Dates (specify which of the following identifiers you will use: birth date, admission date, discharge date, date of death, age over 89)

	|_|
	Full face photographic images and comparable images
	|_|
	Any other unique identifying number, characteristic, or code 
(please specify):      

	
Justify the need for use of each PHI element named above by sponsor or anyone outside the VHA.
	

	     



Will a link to identifiers be maintained?

	|_| No
	|_| Yes. Complete questions below. 
a. What is the link?
	     



b. Who will have access to the link and where will it be kept? The links must be maintained within the VHA.
	     



c. How will you limit access to the identifiers?
	     






Complete “Minneapolis VAMC PHI and Sensitive Information Use Statement” and submit with this application. 	|_| Enclosed

	14. Safety of Research Personnel



All studies must be reviewed by the Subcommittee on Research Safety (SRS).  Complete the Research Protocol Safety Survey (RPSS-10-0398). Contact the SRS Administrator at srsmn@va.gov if you have any questions.  The RPSS and Continuing Review forms can be found: 

Q:\Research\Electronic Safety Survey Forms\RPSS 10-0398 (Safety Survey).xsn

Are there any biological, chemical, physical, shipping, or radiation hazards to any research personnel or to clinical personnel working in Research Service Laboratories associated with this study?
|_| Yes		|_| No

Answer each category below:
	|_| Y  |_| N    Biological Hazards (such as viral agents, toxins, select agents, Botox)

	|_| Y  |_| N    Cell or Tissue Samples (including blood or other bodily fluids/tissues)

	|_| Y  |_| N    Recombinant deoxyribonucleic acid (DNA)

	|_| Y  |_| N    Hazardous Chemicals (e.g., flammable, toxic, carcinogenic chemicals or nanomaterials)

	|_| Y  |_| N   Controlled Substances (such as Morphine)

	|_| Y  |_| N   Radiation, including radioactive isotopes and radiation-generating equipment (X-Ray, CT                 Scanner)

	|_| Y  |_| N   Physical Hazards (such as electricity, trauma, etc.)

	|_| Y  |_| N   Transport/Shipment off-site of hazardous chemical or biological materials.




	15. Use of Radiation or Radioactive Substances


	
	Does this study use diagnostic or research radioactive drugs?
	


|_| No
|_| Yes  Complete Appendix I, the RDRC Application, located on the Research SharePoint site on the Human Studies/IRB forms page.  Submit a copy to the IRB and the Radioactive Drug Research Committee (RDRC) via email to Mike Elson at melson@visi.com.
		
	Does this study use external radiation?
	


|_| No
|_| Yes    Complete Appendix J, the Radiation Safety Committee RSC Application (located on the Research SharePoint site on the Human Studies/IRB forms page), and submit a copy to the IRB and the IRB Radiation Safety Committee (RSC), Dr. Quentin N. Anderson, Director, Imaging PSL (114).

	16. Audio- or Videotaping or Photography of Subjects



Are subjects audio- or videotaped or photographed in this study?
|_| No
|_| Yes If audio or videotaping or photographing subjects during the conduct of this protocol you must complete VA Form 10-3203-Consent for Use of Picture and/or Voice. Submit with this application.

	17. Biological Samples/Specimens



Will this research include blood drawing, bone marrow biopsy sampling, biopsy of other tissues, or any other body fluids or tissues?
[bookmark: Check115]	|_| Yes     |_| No

If yes, state the amount (volume measure) and frequency in which the samples are taken. The consent form must include lay term equivalents for the amounts, e.g. teaspoons etc. Please distinguish procedures that are diagnostic from procedures that are performed solely for research.
	     



	Will biological specimens be sent to non-VA laboratories for assays related to this study?

	|_| No		
	 |_| Yes
Provide a letter from the sponsoring agency that the specimens will be destroyed within 3 months after the tests are completed and state when these tests will be done. You must provide the IRB with the specific tests/assays that will be performed on the specimens. 
Letter attached:  |_| Yes	|_| No



Are you going to store (“bank”) any biological samples after this study’s purpose is served or for future research? 

	

	|_| No
	|_| Yes 
Please review Appendix L: Banking, Storage, and Reuse of Biological Specimens for information about VA restrictions on banking biological samples and specimens.
Where will these biological materials be banked (Name of Institution and location of bank)? 
	     



Is this a VA-approved bank? Verify with IRB staff that this bank is approved. If site is not listed on VA site list, provide documentation of VA approval for this site.
	     

	




	18. Investigational Drugs/ Biological Products



	Is there an investigational drug or biological product used in this study?
	



	
	|_| No
	|_| Yes, submit Appendix G and a signed Form 1572. In addition VA form 10-9012 must be submitted  for each investigational drug in this study and submit with this application. (available on the Research SharePoint site on the Human Studies/IRB forms page)



PLEASE NOTE: All study medications MUST be stored and dispensed by the VA Investigational Pharmacy.

	19. Investigational Devices



	Is there an investigational device in this study?
	



|_| No		|_| Yes, please complete Use of Devices in Research form- Appendix H.

	
	


Please note: An Investigational device log must be maintained by the Principal Investigator and submitted at continuing review. A sample log may be viewed in Appendix M.

	20. Expedited Review 



If you would like this study to be considered by the IRB for expedited review, contact the IRB Administrator or IRB staff. 

Federal criteria for risk assessment make some studies eligible for Expedited Review (see 45 CFR 46.110 and 21 CFR 56.110).  Expedited review categories can be found in Appendix N. 

[bookmark: Text70]If submitting this protocol for expedited review, indicate which expedited review category 1-9 for this research.	Category #:      
 

You have reached the end of the Investigator portion of this form. Please make sure that you have responded to every question on this application (even if your response is “not applicable”). 
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