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                                        Virginia Commonwealth University IRB
IRB Use – Do not Delete


	EXEMPT REVIEW SUBMISSION FORM              VCU IRB Number:      

	Submission Version #/Date:      
	

	Section I:   Principal Investigator and Other VCU Lead Project Personnel

	1.  Principal Investigator:  Provide name exactly as listed in the VCU HR System (HRS).  See guidance on who can serve as a PI.

	      Name (Last, First, MI):
	

	    PI Title and Degrees:     
	     

	VCU Department:
	     

	   VCU Box (6-digit #):
	     

	Phone/Pager/Fax #’s:
	     

	 VCU email:
	     

	

	2. Project Coordinator:  Provide name, below, only if he/she should receive copies of correspondence about this study.
Name:                                                                           VCU email:                                                                                                                                                            

	3. Is this a Trainee/Student Project (including postdoctoral scholars, fellows, or residents) to be carried out under your supervision? 
 FORMCHECKBOX 
 NO  - Proceed to next section
 FORMCHECKBOX 
 YES - Identify the trainee/student, to include postdoctoral scholars, fellows, or residents):

	      Name (Last, First, MI):
	     

	    PI Title and Degrees:     
	     

	VCU Department:
	     

	   VCU Box (6-digit #):
	     

	Phone/Pager/Fax #’s:
	     

	 VCU eMail:
	     

	

	Section II:   Project Information

	1. Project Type (check one):

	 FORMCHECKBOX 
 Biomedical                                                                FORMCHECKBOX 
 Social-Behavioral Qualitative

 FORMCHECKBOX 
 Social-Behavioral Qualitative & Quantitative          FORMCHECKBOX 
 Social-Behavioral Quantitative



	2.  Title of Protocol Submission:
     

	3.  Related Protocols:  Are there any IRB-approved (or pending) protocols associated with this submission?
VCU IRB #:         or         FORMCHECKBOX 
 None                                                        

	

	Section III:   Exempt Category Selection

	Instructions for selecting Exempt Category(ies):

· Certify all categories that apply to this research project.

· For each category selected, all statements (supporting criteria) must be true. For some categories, supporting choices/information are/is required.  

· Each category includes a verification statement which must be checked if that category applies. 
· If no exempt category FULLY applies, you must submit your protocol for expedited or full board submission.

· Prisoners may not be included in any research submitted/reviewed via the exempt process.


	Category 1:  Educational strategies, curricula, or classroom management methods [§46.101(b)(1)].  This research is only being conducted in established or commonly accepted educational settings and the research involves only normal educational practices.
a. Will Identifiers be retained?   FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes*   If yes, specify what identifiers and what protections will be utilized to protect the identity and the research data in the research plan.
 FORMCHECKBOX 
 Check here if this research project qualifies for exemption under Category 1.


	Category 2:  Educational tests, surveys, interviews, or observations of public behavior [§46.101(b)(2)]. This category of research cannot include children unless it is observation of public behavior where the research staff does not participate in the activity being observed. 

a. Will research participant identifiers be retained?
 FORMCHECKBOX 
  Yes:  Human subjects will be identified but disclosure of the information obtained outside the research will not place the subject at risk of criminal or civil liability or be damaging to the subjects financial standing, employment or reputation.  Specify what identifiers will be utilized and how the data will be recorded and protected in the research plan.
or

 FORMCHECKBOX 
  No:  The information will be obtained and recorded in such a manner that human subjects cannot be identified. 
b. Does this research include the use of educational tests?    FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes – Confirm that:

i. Educational tests are only being conducted in established or commonly accepted educational settings and the research involves only normal educational practices:   FORMCHECKBOX 
 Yes 
ii. Children are excluded from the research:  FORMCHECKBOX 
 Yes

c. List any standardized educational tests utilized in this research within the research plan.
d. Does this research involve surveys or interviews?  
 FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes – Provide a copy of each survey/interview instrument and confirm that:
· No information is included regarding: sexual activity or sexual abuse; past or present illicit drug use; illegal activities; child or elder abuse; or suicide or homicidal thoughts or activities.
· No questions are included that are reasonably expected to provoke psychological anxiety.  
· No identifiers are requested for individuals (e.g., health information) who have not specifically provided consent (e.g., relatives, teachers, etc.).
· No questions could possibly make the individual vulnerable or otherwise subject them to financial, employment, psychological or medical risk.

 FORMCHECKBOX 
 Check here if this research project qualifies for exemption under Category 2.

	Category 3:  Educational tests, surveys, interviews, or observations of public behavior (not approvable under Category 2) [§46.101(b)(3)].  This study involves elected or appointed public officials or candidates for public office and the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.  Note:  How the identifiable information will be maintained must be clear in the research plan.
 FORMCHECKBOX 
 Check here if this research project qualifies for exemption under Category 3.

	Category 4:  Existing data, documents, records, specimens - secondary data analysis [§46.101(b)(4)].  All data must be pre-existing at the start of this research project (retrospective data only).  In your research plan, identify inclusion dates (a start date is not mandatory, but the end date must be earlier than the date this protocol is submitted for review).  Check one:
 FORMCHECKBOX 
  Data is publicly available (identifiers may be retained and the research plan notes how they will be protected).
or

 FORMCHECKBOX 
  Data will be recorded in such a way that individuals can not be identified directly or indirectly through identifiers linked to the subject at any time during the study (NO identifiers within the research data files, NO medical record number, identifiers with a key, or student numbers).
 FORMCHECKBOX 
 Check here if this research project qualifies for exemption under Category 4.

	Category 5:  Federal department or agency research and demonstration projects for evaluation of public benefit/service programs [§46.101(b)(5)].   For this research project there is no statutory requirement that IRB approval be obtained. The project will not involve significant physical invasions or intrusions upon the privacy of participants. OHRP (or the applicable federal agency) has authorized or concurred with this exemption determination.  Check applicable features of the program being studied:

 FORMCHECKBOX 
  Public Federal benefit program.

 FORMCHECKBOX 
  Procedures for obtaining benefits or services under these programs.

 FORMCHECKBOX 
  Possible changes or alternatives to those programs or procedures.
 FORMCHECKBOX 
  Possible changes in methods or levels of payments for benefits for services under those programs.

 FORMCHECKBOX 
 This research project qualifies for exemption under Category 5.

	Category 6:  Taste and food quality/consumer acceptance studies (no additives or safety questions) [§46.101(b)(6)]. 

a. Identify the food type from the following:

 FORMCHECKBOX 
  Wholesome food without additives 

 FORMCHECKBOX 
  Food with additives (Note:  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 Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the US Department of Agriculture.
b. Is this study subject to FDA regulation?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
c. Will research participant identifiers be retained?

 FORMCHECKBOX 
  No
  FORMCHECKBOX 
  Yes:  Human subjects may be identified if disclosure of the information obtained outside the research will not place the subject at risk of criminal or civil liability or be damaging to the subjects financial standing, employment or reputation.  (Note:  The research plan must specify what identifiers will be utilized and how the data will be recorded and protected).
 FORMCHECKBOX 
 Check here if this research project qualifies for exemption under Category 6.

	

	Final Category Certification:  

	 FORMCHECKBOX 
  I certify that all portions of my research project are covered by one or more of the above exempt categories.  Note:  If this is not correct then you should stop and submit your protocol as expedited or Full board using that form.

	

	Section IV:  Sponsor Data

	1.    Does the research project involve a Direct Federal Award made to VCU (or a research funding proposal for such)?        FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes      

	2.    Have you submitted a related research funding proposal(s) to the VCU Office of Sponsored Programs (OSP) that requires approval of congruence with this study?   
 FORMCHECKBOX 
  No      

 FORMCHECKBOX 
 Yes: You must provide the PT/PD # for each related funding proposal (regardless of funding source):      

	3. Is approval of grant congruence required for this protocol?

 FORMCHECKBOX 
  No      

 FORMCHECKBOX 
 Yes: You must submit the entire grant proposal for review, including the OSP Internal Approval Form. 

	

	Section V:   Project Detail

	1. Cancer:
(a)  Does this study involve cancer patients, their families, or their health care providers?  FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes*       

(b)  Is this a Cancer Prevention Study?   FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes*       
* If YES, the research project must be reviewed and approved by the Massey Cancer Center Protocol Review and Monitoring System before IRB Review, and a copy of the approval letter provided. For information, see http://www.massey.vcu.edu/research/?pid=2013 or call the PRMS Coordinator at 628-1924.

	2. GCRC:  Will this project be conducted in the General Clinical Research Center (GCRC)?   FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes*       
* If YES, review information for investigators available at http://www.vcuhealth.org/crc/

	3. VCUHS:  Will this project be conducted in a VCUHS patient care area or involve VCUHS patients? 
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes      

	4. Where is this study going to take place (check all that apply)?

 FORMCHECKBOX 
At VCU

 FORMCHECKBOX 
At non- VCU sites, follow guidance at http://www.research.vcu.edu/irb/wpp/flash/wpp_guide.htm#XVII-6.htm
 FORMCHECKBOX 
At foreign Sites  follow guidance at http://www.research.vcu.edu/irb/wpp/flash/wpp_guide.htm#XVII-11.htm

	

	Section VI:  Research Participant Information

	1. Children:  Does this study involve the inclusion of data on research participants who are children?    FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes       
(Note:  In Virginia, children are those under the age of 18 and not emancipated.)

	2. Subject Enrollment Plan:  Anticipated total # of subjects under this IRB approval?       
(a) Is this a Multi-Center Project?   FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes    
(b) Total number of sites:       
(c) Total number of expected Participants (at all sites):       

	

	Section VII:  Principal Investigator Statement of Compliance

	I understand and accept responsibility for ensuring the safety and welfare of all human subjects who participate in the proposed research project. I certify that all key project personnel, including myself, sub/co-investigators, research coordinators, trainees, and students have completed the VCU required training on human subjects protection. I agree to a continuing exchange of information with the VCU IRB including the requirements to (i) obtain IRB approval before making changes to the study that either add an additional category of exemption, change risk level, or for surveys change the content areas covered by the survey (see category 2 above) (ii) provide progress reports to the VCU IRB at their request (at least every 3 years) and at study closure, and (iii) report promptly to the IRB all unanticipated problems and serious adverse events involving risk to human subjects (in accordance with required reporting timelines by the IRB).

I have instructed any students or trainees working on this project that they may not proceed with the research without first receiving a formal written letter of approval from the VCU IRB.  I certify that all key personnel on this project have completed the required VCU training on human subjects protection.

I have informed my Department/Division Chair or Dean about this research protocol.
Signature of Investigator:                                     Date:      


	

	Section VIII:  Research Plan

	I. Hypothesis and/or Specific Aims AND/OR Goals:  Briefly describe.  Including background information that the reviewer will need to understand risk/benefits and scientific need for this study.    

     

	II. Research Method and Design:  Provide a brief description of the project design including the setting in which the research will be conducted and procedures.  If existing records are being reviewed please list what records will be accessed and how you have access to those records.
     

	III. Conflict of Interest:  Disclose if there is any way in which the investigators might benefit by an individual participating in this project or completion of the project in general. Do not describe (1) academic recognition, such as publications or (2) grant/contract-based support of VCU salary commensurate with the professional effort required for the conduct of the project.
     

	IV.         Human Subjects Instructions: ALL sections of the Human Subjects Instructions must be completed.

	A. Description:  Describe the subject population in terms of sex, race, ethnicity, age, etc., and the involvement of special cases of subjects, such as children, pregnant women, human fetuses, neonates, or others who are likely to be vulnerable. Please provide information on how individuals with limited English proficiency will be accommodated.  
     

	B. Research Material:  Identify the sources of research material obtained from individually identifiable living human subjects in the form of specimens, records, or data.  

     

	C. Recruitment Plan:  Describe your plans for the recruitment of subjects including: (1) how potential subjects will be identified (e.g., school personnel, health care professionals, etc), (2) how you will inform potential participants about the study (e.g., information sheet, information section before a survey, or a verbal description) (3) how you will get the names and contact information for potential subjects, and (4) who will make initial contact with these individuals (if relevant) and how that contact will be made.  If you plan to involve vulnerable persons (i.e., children, pregnant women, human fetuses, neonates, or others who are likely to be vulnerable), describe any special recruitment procedures for these populations.

     

	D.  Confidentiality and Privacy:  Describe how the privacy of data collected as part of this project will be protected and confidentiality maintained.  If identifiers are kept describe how they will be protected and their relationship to the data (for example, unique identifiers or identifiers separated from the data).  

     

	E. Compensation Plan:  Compensation for subjects (if applicable) should be described, including possible total compensation, any proposed bonus, and any proposed reductions or penalties for not completing the project.  NOTE:  Outside of the IRB, VCU has a gift card and monetary compensation policy which may apply to your procedures for payment of research participants. 

     


	Section IX:  Submission Checklist - EXEMPT

	
	

	The following elements are reminders of steps and documentation that must be included with your submission packet. Note:  If required documents are missing or multi-page documents are not stapled, your review will be delayed.

	
	Please check all that you are including with this submission

	Enclosed
	N/A
	

	 FORMCHECKBOX 

	
	1. VCU IRB Exempt Review Submission Form 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	2. Advertisements and Subject Recruitment Materials  (if applicable)
(Any materials submitted must include a version number or date)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	3. Information Sheet or Consent Information (if applicable)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	4. Measures/Instruments (if applicable)
(e.g., surveys, interview or focus group guides, educational tests - materials submitted must include a version number or date)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	5. Massey Cancer Center PRMS Approval Enclosed (if required)
(see Section V-1 of this form)

	 FORMCHECKBOX 

	
	6. Conflict of Interest Disclosure Statement Enclosed

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	7. Research Funding Proposal and 
OSP Internal Approval Form Enclosed (if applicable)

(See Section IV-4 of this form - Certain sponsors may require your proposal to be reviewed for congruence with your funding source.  In this case, the entire proposal, excluding appendices, must be submitted).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	8. Other (if applicable)

(Any materials submitted must include a version number or date)
Identify enclosure:        

	
	

	
	


	Number of Copies Required

	

	Submit 3 copies of this checklist and all applicable documents
(including version number and date on each document submitted)
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