APPLICATION FOR INITIAL REVIEW OF EXEMPT HUMAN SUBJECTS RESEARCH
Durham VA Health Care System Institutional Review Board



	Project Title:      



A.  Investigator Information
	Principal Investigator:      
Email:      
Phone Number:      



B. Research Coordinator Information 	Not Applicable |_|
	Research Coordinator:      
Email:      
Phone Number:      



C. Location
	Location of where research activities will take place (check all that apply):
|_|  Durham VA Medical Center
|_|  Community Based Outpatient Clinic(s) (e.g., Raleigh CBOC I, II, III)
|_|  Greenville Health Care Center
|_|  Hillandale Clinics I or II 
|_|  MIRECC/Croasdaile 
|_|  VA leased space at Mutual Life Building / Legacy Tower (e.g., HSR&D, CSPEC, etc.)
|_|  Non DVAHCS owned or leased space[footnoteRef:1]. Describe:          [1:  For research activities taking place at non-VA owned or leased locations, an Authorization to Use, Process, Store or Transmit Sensitive Information Outside VA Owned or Managed Facilities (VASI Memo) may be required. An ORD Partial or Full Off-site Waiver may also be required. Contact the Research Office for more information. ] 




D. Research Determination
	1. Does the project meet the definition of research?   Research: A systematic investigation designed to develop or contribute to generalizable knowledge.    |_| YES      |_| NO If no, stop here and contact the Research Office.
2. Is this project funded as research?  |_| YES      |_| NO  
3. Is the project human subjects research? |_| YES      |_| NO  
Note: Human subject means a living individual about whom an investigator conducting research: 1) obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or 2) obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.   



E. Funding
	|_|  None  Skip to section F.
|_|  Project is funded as research. Complete information below.

	Source Code:
     
	Name (if - -99 code):
     
	Admin Code:
     
	Name (if Code is 08):
     


	VACO Project number (for codes 0997, 9022, 9024):      




F. Exempt Categories of Research    
	Durham VAHCS is not pursuing broad consent at this time, as described in Exempt Categories 7 and 8. Investigators can continue to store, record, and conduct secondary research on identifiable private information and identifiable biospecimens by requesting a waiver of consent and HIPAA authorization through IRB expedited review of non-exempt human subjects research.

1. The project is minimal risk?  Minimal Risk: The risk of harm is not greater than that encountered in in daily life or routine physical or psychological exams    
    |_| YES     
    |_| NO. This project does not meet exempt human subjects research criteria. Do not complete this form; complete the Application for Initial Review of Non-Exempt Human Subjects Research. 

2. Please check the categories of exemption for which you are applying. You may check more than one box.

|_|  Category 1      Research conducted in established or commonly accepted educational settings, that specifically involves normal educational settings, that specifically involves normal educational practices that are not likely to adversely impact the students’ opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, and the research on the effectiveness of or the comparison among instrument techniques, curricula, or classroom management methods.

|_|  Category 2    Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observations of public behavior (including visual or auditory recording) if at least one of the following criteria are met: 1) The information obtained is recorded by the investigator in  such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; 2) any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation; or 3) the information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects.

|_|  Category 3[footnoteRef:2]   Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audio visual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criterial is met: 1) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; 2) Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation; or 3) The information obtained is recorded  by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects.  [2:  Benign behavioral interventions are defined as brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the
interventions offensive or embarrassing (HHS, 2017).] 


|_|  Category 4   Secondary research for which consent is not required: Secondary uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met: 1) The identifiable private information or identifiable biospecimens are publicly available; 2) Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not reidentify subjects; 3) The research involves only information collection and analysis involving the investigator’s use of identifiable health information when the use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” or for “public health activities and purposes” as described in 45 CFR 164.512(b); or 4) The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for nonresearch activities, if the research generates identifiable private information that is or will be maintained on information technology that is subjects to and in compliance with section 208(b) of the E-Government Act of 200, 44 U.S.C 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C> 552a, and, if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501, et seq.

|_|  Category 5   Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency, or otherwise subject to the approval of department or agency heads, and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs procedures, or possible changes in methods or levels of payment or benefits or services under those programs.

|_|  Category 6   Taste and food quality evaluation and consumer acceptance studies: 1) If wholesome food without additives are consumed; 2) If a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe by the FDA, EPA or the Food Safety and Inspection Service.



G. Study Design and Population 
	1. Indicate the study design: Check all that apply
|_| Secondary research[footnoteRef:3]-- Use of information or biospecimens that have been collected or will be collected for non-research (clinical) purposes. No interaction or interventions with participants.  [3:  Secondary research: Research use of information or biospecimens collected for either research studies other than the proposed research, or for nonresearch purposes (e.g., clinical care, public health, education). The identifiable biospecimens or identifiable private information does not have to be existing (“on the shelf”) at the time of the propose protocol. ] 

|_| Prospective interaction or intervention with participants.
|_| Prospective observation of public behavior.

2. Describe the population under study:      

3. If the study only involves using and collecting information and no participant interaction is involved, describe the source of the information:  |_|    N/A       

4. Describe the recruitment procedures, if applicable, and attach any recruitment materials:   
 |_|    N/A        

5. Will non-veterans be enrolled? |_|  Yes      |_|  No    If yes, a justification for enrolling non-veterans must be included in the protocol

6. Will VA providers be enrolled?  |_|  Yes      |_|  No   

7. The following populations will be prospectively enrolled:  |_|    N/A
|_| Prisoners: The research involves broad subject population and may incidentally involve prisoners (known or unknown to the PI).  If the study is targeting prisoners, the project does not meet exempt criteria.
|_| Children[footnoteRef:4]: Children are not permitted to participate in exempt research that involves benign behavioral interventions (category 3); or educational tests if identifiable information is recorded (category 2). Observation of public behavior (category 2) involving children is allowed if the investigator does not participate. [4:  Requires Medical Center Director approval.] 

|_| Pregnant women[footnoteRef:5] [5:  If pregnant women are the target population for this study and are involved in prospective interaction and intervention, Medical Center Director approval is required.] 

|_|  Individuals with impaired decision-making capacity. The study does not quality for exemption if individuals with impaired decision-making capacity are being prospectively enrolled and participating in interaction, intervention, or observation of public behavior.

8. Data will be collected from deceased individuals This is not applicable to enrolled participants who may die during the course of the study. 
 |_| YES--Submit a Research on Decedents’ Information form         
 |_| NO 
 
9a. Is this a multi-site study? |_| YES |_| NO
9b If yes, is Durham VAHCS the lead site? |_| YES |_| NO



H. Project Description
	1. Describe the purpose of the project:      

2. Describe the study procedures:      

3. Describe the research risks to the participant:      

4. Describe the anticipated benefits to the participant:      


COMPLETE THE BELOW SECTIONS, AS APPLICABLE, FOR EACH CATEGORY YOU ARE REQUESTING EXEMPTION

	Complete the below section if requesting Exempt Category 1.       |_|   N/A. 

	1. Describe how the research is not likely to adversely impact students’ opportunity to learn or adversely impact the assessment of educators who provide the information.      



	Complete the below section if requesting Exempt Category 2.     |_|   N/A. 

	1. Are visual or audio recordings involved? 
 |_|  Yes
 |_|  No
 
2. If applicable, describe the education tests, surveys, and interviews to be used. Include all test, surveys, and interview guides with this submission.      


3. If applicable, will disclosure of subjects’ responses outside the research place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, education advancement, or reputation?    |_|  Yes     |_|  No


4(a). How will information be recorded? Check all that apply
|_|  De-identified – Data does not contain any identifiers that could link the data to a specific participant.  
[bookmark: Check711]|_|  Identifiable– Data contains direct identifiers, including the 18 HIPAA identifiers, sufficient to identify participants.  
[bookmark: Check434]|_|   Coded – A unique code will be assigned to a set of otherwise de-identified information to permit re-identification. The code will not be derived from or related to information about the individual. While the data may contain some health information only someone possessing the code can link the data to a particular participant.  

4(b). If recording coded or identifiable information, describe how you will protect the privacy of subjects and confidentiality will be maintained:  |_|   N/A. Recorded information will be de-identified and will not contain a code that can be used for re-identification. 
             


	Complete the below section if requesting Exempt Category 3.    |_|   N/A

	1. Describe the benign behavioral intervention(s):       

2. What is the duration of the behavioral intervention(s)?      

3. Explain how the intervention is harmless, painless, and not physically invasive:      

4. Explain how the intervention will not have a significant adverse lasting impact on subjects:      

5(a). Does the research involve deceiving the subjects regarding the nature and the purpose of the research? 
 |_|  Yes.
 |_|  No

5(b). If deception is involved, describe how the participant will be informed he/she will be misled or unaware of the nature or purpose of the research and how prospective agreement from the subject to participate will be obtained. Include any documents, as applicable. |_|   N/A      

6. Are visual or audio recordings involved? 
 |_|  Yes
 |_|  No
 |_|  N/A

7(a). How will information be recorded? 
|_|  De-identified – Data does not contain any identifiers that could link the data to a specific participant.  
|_|  Identifiable– Data contains direct identifiers, including the 18 HIPAA identifiers, sufficient to identify participants.  
|_|   Coded – A unique code will be assigned to a set of otherwise de-identified information to permit re-identification. The code will not be derived from or related to information about the individual. While the data may contain some health information only someone possessing the code can link the data to a particular participant. 

7(b). If recording identifiable or coded information, describe how you will protect the privacy of subjects and confidentiality will be maintained.  |_|   N/A. Recorded information will be de-identified.
              


	Complete the below section if requesting Exempt Category 4.     |_|   N/A

	1. Describe the source of identifiable private information, identifiable health information, or identifiable biospecimens to be collected and used for secondary research[footnoteRef:6]:       [6:  Secondary research: Research use of information or biospecimens collected for either research studies other than the proposed research, or for nonresearch purposes (e.g., clinical care, public health, education). The identifiable biospecimens or identifiable private information does not have to be existing (“on the shelf”) at the time of the propose protocol.] 



2. Type of information to be accessed, collected, and used: Check all that apply
|_| Identifiable biospecimens
|_| Identifiable private information and/or identifiable health information
|_|  Other. Describe:      

3. How will the information be collected? Check all that apply.
|_|  Retrospective collection of data. Data is in existence/available at the time of this submission.
|_|  Prospective collection of data. Some or all data is not currently in existence but will be available in the future. 

4a. How will information be recorded?  Check all that apply.
|_|  De-identified – Data does not contain any identifiers that could link the data to a specific participant.  
|_|  Identifiable– Data contains direct identifiers, including the 18 HIPAA identifiers, sufficient to identify participants.  
|_|   Coded – A unique code will be assigned to a set of otherwise de-identified information to permit re-identification. The code will not be derived from or related to information about the individual. While the data may contain some health information only someone possessing the code can link the data to a particular participant.   

4b. If identifiable health information will be collected, certify the following:
|_| A Request for Waiver or Alteration of HIPAA Authorization is included with this application. 


	Complete the below section if requesting Exempt Category 5.      |_|   N/A

	1. List the Federal department or agency conducting or supporting this research or demonstration project.      

2. List the Federal Web Site where a description of this research or demonstration project will be published.      

3. Describe how this project is designed to study, evaluate, improve, or otherwise example public benefit or service programs.      


	Complete the below section if requesting Exempt Category 6.       |_|   N/A

	1. Is this FDA regulated research?  |_|  Yes     |_|  No

2. Describe the food(s) to be consumed:      

3a. Are wholesome foods with additives involved?   |_|  Yes     |_|  No
3b. Describe the additives. |_|   N/A      

4.  Provide a justification why consumption of the food is found to be safe by the Food and Drug Administration, Environmental Protection Agency, or Food Safety and Inspection service of U.S. Department of Agriculture.       





I. Information Security and Privacy
	1. Describe where the research data be stored and maintained:      
2. Will data or biospecimens be disclosed outside VA[footnoteRef:7]?  |_|  Yes     |_|  No [7:  A Material Transfer Agreement (MTA) is required when transferring biospecimens from the Durham VAHCS to another (non-VA) institution or facility unless the biospecimens’ transfer is addressed in another agreement, such as a CRADA, subaward, or MOU.] 

If biospecimens are sent off-site to a non-VA institution: 
|_|  A Material Transfer Agreement (MTA) is included with this submission. 
|_|  A MTA is not required because the transfer of specimens is addressed in a CRADA, subaward, or MOU.
[bookmark: _GoBack]|_| An MTA is required but not included with this submission. State why:      
3. If data or biospecimens are disclosed outside VA, describe the type of data and/or biospecimens to be disclosed outside VA:  |_|   N/A
|_| De-identified information: Information that is presumed not to identify an individual, and with respect to which there is no reasonable basis to believe that the information can be used to identify an individual, because the 18 HIPAA identifiers have been removed for a biostatistician has determined the health information has been de-identified through statistical verification. 
|_| Coded or otherwise de-identified health information or biospecimens will be sent off-side. The key to the code (mechanism for re-identification) will not be disclosed with the data or biospeciments and the code will not be derived from identifiers linked to the subject.
|_| Identifiable data or biospecimens will be sent offsite, including data with direct identifiers, personally identifiable information (PII), or Protected Health Information (PHI). This includes circumstances when the key to the code is disclosed with the coded data.
4. If identifiable data or biospecimens are disclosed outside VA, describe the how the data and/or biospecimens will be protected and secured:      



J. Compensation for Participation         |_|  Not applicable. Skip to next section.
	1.  Will participants receive compensation for participation? |_| YES      |_| NO
2. Total amount of compensation to be received for participation:      



K. Keywords (list a minimum of 3 keywords relevant to the project):
	     
	     
	     

	     
	     
	     

	     
	     
	     



L. Comments Please provide additional information that may help the IRB reviewer. 
	     





M. Contents of Exempt Research Application
	*Asterisk indicates required documents for all initial review applications of exempt research.
                                                 

	|_| Abstract*
|_| Protocol*
|_| Staff Listing*
|_| Data Management and Access Plan*
|_| Privacy, Confidentiality, and Information Security Checklist* 
|_| VA Form 10-0398 Research Protocol Safety Survey*  
|_| Conflict of Interest Statement* investigators only
|_| IRB Initial Review Submission Checklist*
|_| Research Scope of Practice If not previously submitted
|_| Packing and Shipping of Biological Specimens if research staff are packing/shipping biospecimens
|_| Request for Waiver or Alteration of HIPAA Authorization—required if requesting exempt category 4
|_| Questionnaires, Measures, Surveys 

	|_| Page 18/Investigator Data (if new PI)         
|_| Curriculum Vitae (if new PI)
|_| Authorization to Use, Process, Store or Transmit Sensitive Information Outside VA Owned or Managed Facilities (VASI Memo) 
|_| Standard Operating Procedure (SOP) for Using Human blood and Tissue if research staff are handling biospecimens
|_| Recruitment Materials
|_| Prospective agreement (consent) to participate- required if requesting exempt category 3
|_| Material Transfer Agreement (MTA). Required if sending biospecimens outside VA to another (non-VA) institution, unless there is another agreement in place, such as a CRADA or MOU.



	


N. Supervisor Signature(s)
	


     
Service Chief Printed Name
                           

                                                                                                                                                          
Signature of Service Chief                                                                                                          Date


     
Supervisor Printed Name


                                                                                                                                                          
Signature of Supervisor (if different than Service Chief)                                                         Date          
  



O. Principal Investigator Verification
	
1. Considering all the above information, the risks in this project are outweighed by the benefits.
2. All information provided on this form and any required supplemental initial review documents are truthful and accurate to the best of my knowledge.
3. All project team members will be trained on applicable project procedures and all VA and other requirements pertaining to human subject protections as befits their roles, scope of practice, and responsibilities prior to participating in the project. 
4. As principal investigator for this study, I acknowledge that I have the primary and ultimate responsibility for protecting the rights and welfare of research participants and that I understand the ethical principles of human subjects protections and Good Clinical Practice.
5.  I have the competencies and the resources to conduct the research outlined in this application and I attest that the application is scientifically and ethically sound. 
6. I am aware that this project must receive prior approval by the Institutional Review Board (IRB), that any change in this project requires prior approval by the IRB, except when necessary to eliminate immediate hazard to the participants. 
7. Initiation of research activities cannot being until I receive written notification of approval form Research and Development Committee and the Associate Chief of Staff for Research and Development.


                                                                                                                                                     
Principal Investigator Signature                                                                                           Date





	
RESEARCH OFFICE USE ONLY



  INSTITUTIONAL REVIEW BOARD (IRB) 
	
|_| APPROVE. Project meets exempt human subjects research criteria under category(ies) indicated above.  A limited review by IRB has occurred, as applicable and required under 45 CFR 46.104/ 38 CFR 16.104, and there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
|_| CONTINGENT APPROVAL. Minor modifications required. 
|_| Project DOES NOT meet exemption criteria for approval. Convened or expedited review by IRB is required.
|_| Project is not human subjects research. 45 CFR 46 (VA coded 38 CFR 16) does not apply. 
|_| DISAPPROVE. Requires full board review.

	COMMENTS:

	


IRB Committee Member Signature                                                                          Date



SUBCOMMITTEE ON RESEARCH SAFETY         |_|  Not applicable
	
|_| Approve without modifications 
|_| Approve with minor modifications
|_| Table (Requires Substantive Changes)
|_| Disapprove 
	COMMENTS:


	
	

	

SRS Committee Member Signature                                                                      Date



RESEARCH AND DEVELOPMENT (R&DC)
	
|_| Approve without modifications 
|_| Approve with minor modifications
|_| Table (Requires Substantive Changes)
|_| Disapprove 
	COMMENTS:



	


R&DC Committee Member Signature                                                                       Date



Associate Chief of Staff Research and Development (ACOS/R&D) Approval
	


ACOS/R&D Signature                                                                                          Date
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