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James Madison University
Human Research Review Request

For IRB use only:


Exempt:      FORMCHECKBOX 

Expedited:  FORMCHECKBOX 

Full Board:  FORMCHECKBOX 

Protocol Number:

IRB- 




Received: 




1st Review: 



2nd Review: 



3rd Review: 



Reviewer: 






Reviewer: 






Responsible Researcher(s):      
E-mail address:      
Telephone:      
Department:      
Address (MSC):      

Please select:  FORMCHECKBOX 
 Faculty







 FORMCHECKBOX 
 Undergraduate Student 
   FORMCHECKBOX 
 Administrator/Staff Member


 FORMCHECKBOX 
 Graduate Student 
(If Applicable): 
Research Advisor:      
E-mail address:      
Telephone:      
Department:      
Address (MSC):      
Project Title:      
Project Dates (Cannot exceed 1 year minus one day):
 From:    /  /   

To:    /  /  













             MM/DD/YY     
        MM/DD/YY  
Minimum Number of Participants:      
Maximum Number of Participants:      
External Funding: 

Yes:  FORMCHECKBOX 

No:  FORMCHECKBOX 

If yes, Sponsor:      
Investigator:  Please respond to the questions below.  The IRB will utilize your responses to evaluate your protocol submission.

  1.
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
Does the James Madison University Institutional Review Board define the project as research? 

The James Madison University IRB defines "research" as a "systematic investigation designed to develop or contribute to generalizable knowledge.”   All research involving human participants conducted by James Madison University faculty, staff, and students is subject to IRB review.  

2.
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
Are the human participants in your study living individuals?

“Individuals whose physiologic or behavioral characteristics and responses are the object of study in a research project. Under the federal regulations, human subjects are defined as: living individual(s) about whom an investigator conducting research obtains: 
(1) data through intervention or interaction with the individual; or (2) identifiable private information.”  


 3.
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
Will you obtain data through intervention or interaction with these individuals? 

“Intervention” includes both physical procedures by which data are gathered (e.g., measurement of heart rate or venipuncture) and manipulations of the participant or the participant's environment that are performed for research purposes.  “Interaction” includes communication or interpersonal contact between the investigator and participant (e.g., surveying or interviewing).

  4.
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
Will you obtain identifiable private information about these individuals? 

"Private information" includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, or information provided for specific purposes which the individual can reasonably expect will not be made public (e.g., a medical record or student record).  "Identifiable" means that the identity of the participant may be ascertained by the investigator or associated with the information (e.g., by name, code number, pattern of answers, etc.).

  5.
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO 
Does the study present more than minimal risk to the participants? 

"Minimal risk" means that the risks of harm or discomfort anticipated in the proposed research are not greater, considering probability and magnitude, than those ordinarily encountered in daily life or during performance of routine physical or psychological examinations or tests.  Note that the concept of risk goes beyond physical risk and includes psychological, emotional, or behavioral risk as well as risks to employability, economic well-being, social standing, and risks of civil and criminal liability.  

CERTIFICATIONS:

For James Madison University to obtain a Federal Wide Assurance (FWA) with the Office of Human Research Protection (OHRP), U.S. Department of Health & Human Services, all research staff working with human participants must sign this form and receive training in ethical guidelines and regulations.  "Research staff" is defined as persons who have direct and substantive involvement in proposing, performing, reviewing, or reporting research and includes students fulfilling these roles as well as their faculty advisors.  The Office of Sponsored Programs maintains a roster of all researchers who have completed training within the past three years. 

Test module at OSP website http://www.jmu.edu/sponsprog/irb/irbtraining.html
	Name of Researcher(s)
	Training Completion Date

	
	

	
	

	
	

	
	

	
	


For additional training interests visit the National Institutes of Health Web Tutorial at:  http://cme.nci.nih.gov/ 


By signing below, the Responsible Researcher(s), and the Faculty Advisor (if applicable), certifies that he/she is familiar with the ethical guidelines and regulations regarding the protection of human research participants from research risks.  In addition, he/she agrees to abide by all sponsor and university policies and procedures in conducting the research.  He/she further certifies that he/she has completed training regarding human participant research ethics within the last three years.

_________________________________________
________________

Principal Investigator Signature



Date

_________________________________________
________________

Principal Investigator Signature



Date

_________________________________________
________________

Principal Investigator Signature



Date

_________________________________________
________________

Principal Investigator Signature



Date

_________________________________________
________________

Faculty Advisor Signature



Date


Submit an electronic version of your ENTIRE protocol to jmu_grants@jmu.edu. 

Provide a SIGNED hard copy of the Research Review Request Form to: 

Office of Sponsored Programs, MSC 5728, James Madison Administrative Complex, Bldg #6, Suite 26

Following are the components for a complete research protocol.  Please use this template to complete your protocol for submission.  Each category must be addressed in order to provide the IRB sufficient information to approve the research activity.  Please use as much space as you need, but adhere to the overall 10-page limitation.  

For additional detail on each category, see: http://www.jmu.edu/sponsprog/irb/irbsubmit.html
Purpose and Objectives
What is the purpose of the study? Include any hypotheses or research questions. (Limit to one page)
Procedures/Research Design/Methodology/Timeframe
Describe your participants. From where and how will potential participants be identified (e.g. class list, JMU bulk email request, etc.)?
How will subjects be recruited once they are identified (e.g., mail, phone, classroom presentation)? Include copies of recruitment letters, flyers, or advertisements.


Describe the design and methodology, including all statistics, IN DETAIL.  What exactly will be done to the subjects?  (Emphasize possible risks and protection of subjects.)
Will data be collected from or about any of the following populations?


 Minors (under 18 years of age); Specify Age: 






 Prisoners



 Pregnant Women



 Fetuses



 Cognitively impaired persons



 Other protected or potentially vulnerable population


 Not Applicable 


Where will research be conducted? (Be specific; if research is being conducted off of JMU’s campus a site letter of permission will be needed.)  
Will deception be used? If yes, provide the rationale for the deception: 
What is the time frame of the study? (List the dates you plan on collecting data. This cannot be more than a year, and you cannot start conducting research until you get IRB approval.)
Data Analysis

What methodology will be taken to ensure the confidentiality of the data (i.e., how and where data will be stored/secured, how data will be analyzed, who will have access to data, and what will happen to data after the study is completed?)
Reporting Procedures
Who is the audience to be reached in the report of the study?
How will you present the results of the research? (If submitting as exempt, research cannot be published or publicly presented outside of the classroom.)
How will feedback be provided to subjects? 
Experience of the Researcher (and advisor, if student):
What is the prior relevant experience of the researcher, advisor, and/or consultants?

*Please “insert” page break here and then Insert Consent form or Cover letter here! 

Sample consent forms and cover letter: http://www.jmu.edu/sponsprog/allforms.html#IRBform
*Please “insert” page break here and then Insert Survey/interview questions!  Please also insert an active web link (url) if research is being conducted electronically online (such as using Qualtrics).
*Please “insert” page break here and Insert Site Letter of Permission if you are conducting research off of JMU’s campus!

