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Institutional Review Board 

Initial Application

	Name of Principal Investigator(s) (PI) or Project Faculty Advisor(s)
	     ______________________________________________

____________________________________________________________________________________________________

	Primary

Phone Number
	
	E-Mail Address 
	

	Name and address of contact to receive approval documents 
	     ____________________________________________________________________________________


	Department Administering the Project
	

	Project Title
	________________________________________________________________
_________________

	
	_________________________________________________________________________________

	Target Population: The study population will include: 

	___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

	Exempt or Nonexempt (Optional): You may recommend your research for exemption or nonexemption by checking the appropriate box below.  For exempt recommendation, list the numbers for the exempt category(s) that apply.  Refer to pages 6-7 of this document.  

	     
	

	Date
	Signature of Principal Investigator or Faculty Advisor

	     
	

	Date
	Signature of Co-Principal Investigator 

	     
	

	Date
	REQUIRED Departmental Signature 

Name _______________________________________, 
Title_______________________________

(Please also print name of person signing above)



	
	

	(PLEASE NOTE: The Departmental signature block should not be signed by the investigator or the student investigator’s advisor.) 

	For Internal Use Only (to be completed by the IRB Office)                    Application #:



Institutional Review Board 

Initial Application Instructions
	Please provide the following information.

	1.
	Abstract:  Attach an abstract that describes the purpose of this research and summarizes the strategies used to protect human subjects. 

	2.
	Subject Selection:

· Who will the subjects be? How will you recruit them?

· Will the subjects be selected for any specific characteristics (e.g., age, sex, race, ethnicity, religion, etc.)? Why will the selection be made on these bases?

· How many subjects will you recruit?

	3.
	Procedures:  Describe in detail your methods and procedures. 

· What precisely will be done to the subjects? 
· How many are being recruited?  
· What is the total amount of time subjects will need to invest?  
· If subjects will complete surveys, state this in the procedures section and include a copy of the proposed document(s).  
· If you are conducting a focus group, include a list of the questions. 
· If you plan to collect or study existing data, documents, records, specimens, etc., state whether the sources are publicly available and if the information will be recorded in such a manner that subjects can be identified. Describe the dataset and list the data elements will extract from the set.  

	4.
	Risks and Benefits:  
· Are there any risks to the subjects? If so, what are these risks (physical, psychological, social, legal, financial, etc.)? 
· What are the benefits?  
· If there are known risks associated with the subject’s participation in the research, what potential benefits will accrue to justify taking these risks?  

	5.
	Confidentiality:  Adequate provisions must be made to protect the privacy of subjects and to maintain the confidentiality of identifiable information. Explain how your procedures accomplish this objective, including such information as the means of data storage, data location and duration, description of persons with access to the data, and the method of destroying the data when completed.  If the research involves audio taping, videotaping or digital recordings, state who will have access to the tapes or recordings, where the tapes or recordings will be kept, and state the final disposition of the tapes or recordings (i.e. Will the tapes or recordings be destroyed?  If so, when will the tapes or recordings be destroyed?).


	6.
	Information and Consent Forms:  State specifically what information will be provided to the subjects about the investigation.  Is any of this information deceptive?  State how the subjects’ informed consent will be obtained.

	7.
	Conflict of Interest:  Describe the potential conflict of interest, including how such a conflict would affect the level of risk to the study participants. 

	8.
	Research Outside of the United States:  Provide responses to the following questions, if applicable.  
· Describe the investigator’s knowledge and experience working with the study population.
· Are there any regulations, rules or policies for human subjects research in the country where the research will take place? If so, please describe and explain how you will comply with the local human subject protection requirements. 
· Do you anticipate any risks to the research participants in the country where the research will take place, taking into account the population involved, the geographic location, and the culture? If so, please describe, including any physical, psychological, social, legal and financial risks. 
     

	9.
	Research Involving Prisoners:  Provide responses to the following, if applicable. 

· any possible advantages accruing to the prisoner through his or her participation in the research, when compared to the general living conditions, medical care, quality of food, amenities and opportunity for earnings in the prison, are not of such a magnitude that his or her ability to weigh the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired;

· the risks involved in the research are commensurate with risks that would be accepted by nonprisoner volunteers;

· procedures for the selection of subjects within the prison are fair to all prisoners and immune from arbitrary intervention by prison authorities or prisoners. Unless the principal investigator provides to the Board justification in writing for following some other procedures, control subjects must be selected randomly from the group of available prisoners who meet the characteristics needed for that particular research project;

· adequate assurance exists that parole boards will not take into account a prisoner's participation in the research in making decisions regarding parole, and each prisoner is clearly informed in advance that participation in the research will have no effect on his or her parole; and

· if there is a need for follow-up examination or care of participants after the end of their participation, adequate provision has been made for such examination or care, taking into account the varying lengths of individual prisoners' sentences, and for informing participants of this fact.

	Supporting Documents
Each copy of the application must include the IRB application cover sheet, the information required above, and all relevant supporting documents including: consent forms, letters sent to recruit participants, questionnaires completed by participants, and any other material germane to human subjects review.    
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