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	Principal Investigator (Last, First, M.I., Degree)
     

	Project Title
     

	Instructions:  Complete this form and all supporting documents which apply to your proposed research.  If an item is Not Applicable, state this as NA. 



1.	Investigator qualifications:  Attach curriculum vitae to the application if you are a new PI.  A biographical sketch may be attached for subsequent submissions which summarize education, training and experience.

2.	Key Personnel:  (Complete Appendix W, Participating Research Team Members)

3.	Location/Setting of the Research:

a.	Where will the study be conducted within the Nebraska-Western Iowa Health Care System?
Specify sites (Omaha, Lincoln, Grand Island, etc.):       
b.	Are you conducting a portion of this VA study outside of the NWIHCS?     |_| Yes    |_| No
If yes, list all other locations and complete #21.  (UNMC, Creighton, UNO, or other location):       
c.	Is this study part of a national or regional multi-site trial?  |_| Yes    |_| No
d.	Does this protocol include activities where NWIHCS is the Principal Site or Coordinating Center of a multi-site trial?  |_| Yes  |_| No   If yes, please address items in Section XVII of the IRB SOP.

4.	Subject Population and Recruitment Plan:

a.	How many VA patients do you expect to enroll into your study?   (If this is a medical record review, indicate the number of subjects’ records to be reviewed.)        

b.	How will potential research subjects be identified and recruited?  Please describe participant recruitment and enrollment procedures to ensure an equitable selection (i.e., clinic visit, referral by other physicians, advertisement via newspaper, TV, radio ads, flyers, etc.) Submit all recruitment media for review prior to use.        (Complete Appendix X, Research Recruitment Advertising Template)

c.	Screening medical records and recording identifiable private information for the purpose of identifying potential research subjects is not allowed without IRB approval and requires informed consent in accordance with the Common Rule.  As outlined in 45 CFR 46.116(d), an IRB may approve a consent procedure which does not include or which alters, some or all of the elements of informed consent set forth in this section, or waive the requirements to obtain informed consent provided the IRB finds and documents that:
(1)	The research involves no more than minimal risk to the subjects;
(2)	The waiver or alteration will not adversely affect the rights and welfare of the subjects;
(3)	The research could not practicably be carried out without the waiver or alteration; and,
(4)	Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

Note: There are no corresponding provisions in FDA regulations to the 4 items listed above, and these criteria cannot be used to completely waive consent in FDA-regulated studies.  Waiver of consent/ authorization for recruitment purposes may still be allowed.

Are you requesting a waiver of informed consent and waiver of HIPAA authorization to release medical records or PHI for screening of medical records for recruitment purposes only?   |_| Yes   |_| No
(If yes, Appendix BB:  HIPAA Waiver of Authorization must be completed.)

d.	In what setting will the recruitment and research be conducted?       

e.	Which of the following groups will be recruited for this study? (Check all that apply)

|_|  Inpatients	|_|  Nursing home patients	|_|  Pre-operative patients
|_|  Outpatients	|_|  Non-VA patients	|_|  Healthy Volunteers
|_|  Employees (If research involves employees, it may require review by the Union)

f.	How will you try to ensure that prospective participants will not be vulnerable to coercion or undue influence to participate?       

g.	Eligibility Criteria (provide a response for both inclusion and exclusion—do not leave blank):
Describe any specific inclusion criteria.       
Describe any specific exclusion criteria.       

h.	Are there any inclusion/exclusion criteria based on gender, race or ethnicity?   |_| Yes   |_| No 
If yes, explain.       

i.	Vulnerable Population:
(1)	If recruitment of subjects includes a vulnerable population, please identify the category below: 

|_|  Pregnant Women
|_|  Prisoners (VACO waiver required)
|_|  Mentally Disabled or Impaired Decision Making Capability
|_|  Economically or Educationally Disadvantaged
|_|  Children (VACO approval required)

(2)	Will surrogate consent be sought for individuals who lack decision-making capacity?  
|_| Yes    |_| No

Note:  In studies involving a subject population whose capacity is known to be impaired, or is highly likely to be impaired, the study protocol must describe adequate procedures for making and documenting this determination. The study protocol/design must include procedures for informing persons who are determined to have decisional incapacity of that determination prior to enrollment in a study and procedures to document that this has occurred. Also, the study protocol/design must include procedures for informing subjects that they may be enrolled in the research only with permission of an LAR.   Research study designs must include appropriate procedures for the continuing/periodic capacity assessment of decisionally incapacitated subjects and their willingness to participate.

(3)	Is there a likelihood that the participants may be likely to be vulnerable to coercion or undue influence?  |_| Yes    |_| No    If so, provide the reason and additional safeguards to protect the rights and welfare of the subjects:       

5.	Duration:

a.	What is the length of the study; i.e., how long will it take to complete the study?         
b.	If this is a retrospective study, what period of time will be reviewed?       

6.	Procedures / Differentiating Usual Care from Research Procedures:  Identify all procedures or services to be provided by the VA Health Care System solely because of the research protocol. You must document what usual care procedures will be provided in addition to what research interventions and procedures will be used:        

7.	Alternatives to Participation: Briefly describe appropriate alternative procedures or courses of treatment, if any, which might be advantageous to the subject.  If there are no alternative procedures or courses of treatment, state this (i.e., blood draws or surveys).       

NOTE:  ITEMS 8, 9, 10 AND 13 ARE ASSOCIATED WITH THE DATA SECURITY CHECKLIST (APPENDIX NN).  THE ISO AND PO WILL REFER TO THE RESPONSES TO THESE ITEMS FOR SOURCE INFORMATION IN ORDER TO ASSESS COMPLIANCE WITH INFORMATION SECURITY AND PRIVACY POLICIES.

8.	Data Security for Reviewing Privacy, Confidentiality and Information Security in Research:
(This pertains to the research study not to the screening of medical records for recruitment purposes)

a.	What type(s) of existing data, documents or records will be reviewed (e.g. medical records, databases, etc.)?       

b.	Removal of VA Sensitive Information from the VA Protected Environment: Will research data be removed from the VA protected environment?  |_| Yes   |_| No   If yes, explain where.       

c.	Protection of Media Stored at Alternate sites:  If sensitive VA information is stored outside the VA protected environment, by what method will it be protected?       

d.	Software: Do you plan on using specially obtained software for the study?  |_| Yes   |_| No   If yes, explain the source of the software, whether a license will be required, who will fund the license and what data, if any, will be stored in temporary files on the computer’s hard drive?       

e.	Data on Portable Electronic Devices and/or Removable Media:  Will data be stored on a portable electronic device and/or removable media and if so, have the devices/media been properly encrypted?      |_| Yes   |_| No  

f.	Web Applications: Does the study use any web applications that will be used for such purposes as recruiting subjects, completing questionnaires or processing data?   |_| Yes   |_| No   If yes, explain and include the security features of the web application.       

g.	Data Transmission:  How will sensitive electronic information be securely transmitted – keeping in mind that VA sensitive data can only be transmitted using VA approved solutions such as FIPS 140-2 validated encryption? (If using non-sensitive data/de-identified data, then respond by answering Not Applicable or N/A)       

h.	Mobile Devices: Note:  All mobile/portable devices and media and any information transmitted to and from a wireless device must be protected with VA approved encryption technology that is FIPS 140-2 validated.  Explain what mobile devices will be used and if encryption has been obtained.       

i.	Data Back-up: Mobile storage devises cannot contain the only copy of the research.  If used, explain how the information will be backed up regularly and stored within the protected VA environment.      

j.	Shipping Data: Indicate whether sensitive research data that must be sent via common carrier will be encrypted with FIPS 140-2 validated encryption if it is electronic and being sent via a delivery service.       

k.	Data Return: What VA information will be returned to the VA and how will the information be returned.      

l.	What information will be collected from the records?       

NOTE:  When Informed Consent and Authorization for Release of PHI are requested, the Authorization should include the PHI specific to your study.  When research is minimal risk and meets the criteria for Waiver of Informed Consent requirements (see Appendix AA) or Exemption under 38 CFR 16.101(b) (See Appendix DD) for the access and use of protected health information (PHI), the HIPAA Waiver of Authorization to release PHI (Appendix BB) must be completed.

m.	Will there be Protected Health Identifiers (PHI) listed below associated with the health information?   
|_| Yes   |_| No    

Research involving the use of Protected Health Identifiers (PHI) (e.g. medical record) must comply with the Health Insurance Portability and Accountability Act (HIPAA) privacy rule as well as applicable sections of 45CFR46. The following identifiers are considered PHI:
1) names	10) account numbers
2) dates	11) certificate/license numbers
3) postal address	12) vehicle ID numbers
4) phone numbers	13) device identifiers
5) fax numbers	14) web URLs
6) electronic mail addresses	15) IP address numbers
7) social security numbers	16) biometric identifiers
8) medical record numbers	17) photos and comparable images
9) health plan beneficiary numbers	18) any other unique identifier

NOTE:  De-Identified data is defined as: 1) Removal of all information that would identify the individual or would be used to readily ascertain the identity of the individual (common rule). 2) Removal of all 18 HIPAA identifiers (listed above) that could be used to identify the individual, individual’s relatives, employers, or household members.

n.	De-Identification of Data: if using de-identified information, explain that data and the method to de-identify the information.       

o.	De-Identification of Data: Is de-identified information provided to the PI by the research team who has access to individually identifiable health information (IIHI) per a HIPAA authorization or waiver of authorization? |_| Yes   |_| No      If yes, explain:       

p.	De-Identification of Data: Does the PI provide access to IIHI to his/her research team? 
|_| Yes   |_| No    If yes, explain:      

q.	De-Identification of Data: Will de-identified information be sent to non-VA research team members (i.e. statisticians)?  |_| Yes   |_| No    If yes, explain:      

r.	De-Identification of Data: Will disclosure be made to non-VA entities?   |_| Yes   |_| No
If yes, explain:      

9.	Protection of Privacy Interests of Participants:

a.	Explain how the privacy interests of the participants will be protected, where “privacy interests” refer to the interest of individuals to control access to themselves, to be left alone and to be free of unwanted intrusions:      

b.	Include what provisions have been made to protect the privacy interests of subjects and the protection of research data?       
 
10.	Maintenance of Confidentiality of Data:

a.	Data Use: Who will have access to study data and how will data be used by each VA and non-VA entity?      
b.	Consistency: The HIPAA Authorization must contain similar language as the application, protocol and informed consent with regard to 1) the PHI to be used or disclosed, 2) entities to whom information will be disclosed, 3) expiration of authorization and 4) purpose.  What shared language have you used for each of these topics in the application, protocol and informed consent?       
c.	Specimens: If collecting specimens, will they be collected with identifiable or de-identified information? Explain:      

11.	Risk Category:

a.	Identify the perceived risk to human subjects expected to participate in the research project, including your rationale for the level of risk. (Minimal risk means the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves from those encountered in daily life or during the performance of routine physical or psychological examination or tests).
|_|  Minimal
|_|  Greater than Minimal
|_|  High or Significantly Greater than Minimal
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b.	Risks to subjects are minimized 1) by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk and 2) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.
Describe any potential physical, psychological, social and economic risks (including legal and employment) subjects may be exposed to and what steps are being taken to minimize risk:       

12.	Potential Benefits:

a.	Please select what benefit this would provide to the participant: 
|_|  Prospect for direct benefit to participants
|_|  Little prospect for benefit to participants, but likely to yield generalizable knowledge
|_|  No prospect for direct benefit to participants, but likely to yield generalizable knowledge

b.	Risk/Benefit analysis: The IRB must determine the risk/benefit ratio related to both biomedical and non-biomedical research, as distinguished to risks and benefits the subjects would receive if not participating in the research.  
How do the benefits of this study outweigh the risks to subjects?       
 
13.	Monitoring of the Data Collected to Ensure the Safety of Participants (you must provide responses to Parts “a”, “b” and “c” below):

a.	Does this research involve more than minimal risks to participants?  |_| Yes   |_| No

b.	Describe in detail the plan to monitor the data collected to ensure the safety of participants.  This might be a Data Safety Monitoring Board or Data Monitoring Committee, or might involve monitoring by the investigator.  For prospective studies, include at a minimum a description of the following elements:

· Describe the data collection, data flow and/or data management process that will be used during the course of the study.       
	Who will monitor the safety data?       
	What safety data will be collected/monitored?       
	How frequently will safety data be monitored?       
	What analyses will be performed on the safety data?       
	What decision rules (e.g., stopping rules) will be considered?       
	How will you promptly detect an increased frequency or severity of unexpected harms?       

c.	Describe in detail the plan to monitor the data collected with regard to the following elements.  Provide a response for all studies; i.e., prospective and retrospective (including studies involving pre-existing data and biological specimens).
	Data Security Plan: How electronic data and paper records will be secured and where.      
	Storage Location: Identify precisely where data and specimens will be stored, i.e. physical site, network location/server name (e.g. vhacbarsch), type of mobile storage device, building and room, etc.       
	Data Destruction: Describe the method(s) that will be used to destroy data at the end of its life cycle, ensuring it is in accordance with the Records Control Schedule.  Note:  If the protocol states information will not be returned to the VA, you must state how and when the information will be destroyed. (i.e., according to VA regulations, the research data will not be destroyed; it will be stored on long-term research data storage server:\\vhaomafpc19\Research\Principal Investigator\...)      
*VHA Handbook 1200.05 states that, “The required records, including the investigator’s research records must be retained until disposition instructions are approved by the National Archives and Records Administration and are published in VHA’s Records Control Schedule (RCS 10-1).” At present, a Records Control Schedule has not been published for research.

	Termination of Data Access: You must describe the process you will use to notify the Research Administrative Office to remove study personnel access to research study data when they are no longer part of the research team.  (i.e., Research personnel who are no longer part of the research team will have their windows permission to folders removed, VA log-in credentials voided and their access to the office denied as required in the Research Office exit process.)       

	Incident Reporting: Your protocol must include language acknowledging understanding of the policies and procedures in place for reporting incidents, i.e. theft or loss of data or storage media, unauthorized access of sensitive data or storage devises or non-compliance with security controls:      

14.	Investigational Drugs or Devices
NOTE: The VHA HANDBOOK 1108.04 definition of an investigational drug is a chemical or biological drug that is used in a clinical investigation.  (1) An investigational drug can be: (a) A new chemical compound, which has not been approved by the FDA, or (b) An approved drug that is being studied for an approved or unapproved use, dose, dosage form, administration schedule, or under an IND application, in a clinical investigation. This includes: prescription drugs, over-the-counter drugs, nutritional supplements, herbal preparations, and legend items used for the diagnosis, treatment, cure, mitigation or prevention of disease and meeting the above definition.

a.	Drugs - complete VA Form 10-9012 for all drugs used for research purposes (Appendix EE) Use additional sheets as needed to list study drugs below.

Drug Name:       
Manufacturer:       
IND Obtained:  |_| Yes  |_| No   (Reference IRB SOP Section XII.)
IND#         (Provide support documentation per sponsor protocol or correspondence or FDA correspondence.)
Phase of Study:        

Drug Name:       
Manufacturer:        
IND Obtained:  |_| Yes  |_| No   (Reference IRB SOP Section XII.)
IND#         (Provide support documentation per sponsor protocol or correspondence or FDA correspondence.)
Phase of Study:       

Device Name:       
Manufacturer:       
IDE Required:  |_| Yes   |_| No
IDE #          (Provide FDA correspondence)
Significant Risk Device?  |_|Yes   |_| No           Non- Significant Risk Device?  |_| Yes   |_| No

b.	If a placebo is being used in the study, please justify its use:      

15.	Consent Process: The basic and additional elements to prepare the consent form document 10-1086 are included in Appendix Y.  When informed consent will be sought, describe your consent process by completing the following questions:

a.	Who will conduct the consent interview?       

b.	When and where will the consent be obtained?  Describe if there is a waiting period between informing the participant of the study and obtaining consent.       

c.	If consent from the legally authorized representative (surrogate consent) is likely to be required for participants such as those who are incompetent, comatose, etc., describe your procedure for obtaining consent.       

d.	Show how the investigator will obtain the legally effective informed consent of the participant or the participant’s legally authorized representative.       

e.	How do the circumstances of consent provide the prospective participant or the representative sufficient opportunity to consider whether or not to participate?       

f.	How will PI ensure the information that will be given to the participant or the representative will be in a language understandable to the participant or the representative?       

g.	Will written information be in the language understandable to the participants or representatives and will not include exculpatory language through which the participant or the representative was made to waive or appear to waive any of the participant’s legal rights or leased or appear to release the PI, sponsor, institution or its agents from liability for negligence?       

h.	If any vulnerable population will be recruited, describe what precautions and steps will be taken to ensure their protection from undue influence and to minimize the possibility of coercion or undue influence.       
1)  Describe the proposed plan for the assessment of the capacity to consent.       
2)  Describe the plan for assent of the subject.       
3)  Describe the procedures for respecting dissent of the subject.       

i.	Investigators are responsible for ensuring that participants are provided ongoing disclosures and information during their participation and involvement in the research and that this is documented and provided to the both the participants and the IRB.  Describe the process in place.       

16.	Documentation of Consent

a.	A witness signature is no longer a VA requirement unless approved by the IRB (i.e., surrogate consent or sponsor’s requirement).  Is a witness to the consenting process and/or the participant’s signature necessary?    |_| Yes   |_| No

b.	Identify when the signed and dated consent document will be given to the person signing the consent document.       

17.	Costs to Subjects

a.	Will subjects or their insurance be charged for any costs related to this study?   |_| Yes   |_| No
b.	If yes, describe those costs.       

18.	Payments to Subjects: (PIs are encouraged to review the IRB SOP section VIII, Item E. that includes information regarding payments to subjects.  It provides an explanation with regard to Veterans’ reimbursement.)

a.	Are subjects being paid for participation?  |_| Yes   |_| No

b.	If yes, describe types of disbursement (cash, check, gift certificate, mileage), the amount of reimbursement, and the schedule/timing of payments to participants (each visit, study completion, etc.):      

19.	Budget: Check the appropriate box and attach the budget information as applicable below:

a.	|_|  VA, NIH or other peer-reviewed grant 
• Budget for all years of funding
• Budget justification

b.	|_|  Industry-sponsored sponsored research, provide budget from the CRADA which includes:
• Reimbursement per subject
• Estimated number of subjects to be enrolled
• Other reimbursement
• Estimated total reimbursement

c.	|_|  Other research funding, provide budget which includes:
• Personnel
• Equipment
• Supplies
• Reimbursement of subjects
• Other
• Total non-VA support

d.	|_|  No funding source
 
e.	In your opinion, does this project include medical care costs beyond standard of care?
|_| Yes   |_| No

f.	How does the cost of this clinical care compare with the traditional/conventional care provided by the VAMC? (Detail and clarify your comparison and who will pay for the difference, if any.)       

20.	Based on the information provided in this worksheet, which of the following are you requesting?

a.	|_|  Written Informed consent (See Appendix Y)
b.	|_|  Waiver of Informed Consent Requirements for minimal risk studies (See Appendix AA)
c.	|_|  Exemption which involves human subjects in only one or more minimal risk (See Appendix DD)

21.	Engagement: If you answered “Yes” to Question  3.b., (Are you conducting a portion of this VA study outside of the NWIHCS?), review the following conditions in order to determine if a non-VA location is engaged in research.  The guidance document, “Procedures Applicable to Off-site Research,” may be referenced on the IRB Forms website.  Check any that apply to this study:

|_|	The organization receives an award through a grant, contract, or cooperative agreement directly from a federal agency for the Human Research, even where all activities involving Human Subjects are carried out by employees or agents1 of another organization.
|_|	The organization’s employees or agents1 intervene for research purposes with any Human Subjects of the research by performing invasive or noninvasive procedures.
|_|	The organization’s employees or agents1 intervene for research purposes with any Human Subject of the research by manipulating the environment.
|_|	The organization’s employees or agents1 interact for research purposes with any Human Subject of the research.
|_|	The organization’s employees or agents1 obtain the informed consent of Human Subjects for the research.
|_|	The organization’s employees or agents1 obtain for research purposes identifiable private information or identifiable biological specimens from any source for the research. It is important to note that, in general, the organization’s employees or agents obtain identifiable private information or identifiable specimens for Human Research are considered engaged in the research, even if the organization’s employees or agents do not directly interact or intervene with Human Subjects.

1 An organization’s employees or agents refer to individuals who: (1) act on behalf of the institution; (2) exercise institutional authority or responsibility; or (3) perform institutionally designated activities. “Employees and agents” can include staff, students, contractors, and volunteers, among others, regardless of whether the individual is receiving compensation. Contact legal counsel for additional information regarding whether an individual is an agent of the organization.
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