Texas Woman's University Institutional Review Board
Application for Exempt Review 
	Name of Principal Investigator (PI):
	     
	Phone:
	     

	Status:   FORMCHECKBOX 
 faculty   FORMCHECKBOX 
 student   FORMCHECKBOX 
 staff   FORMCHECKBOX 
 other :      
	E-mail:
	     

	Address where correspondence is to be sent:
	      

	
	      

	Title of Study:
     

	

	If the PI is a student, provide the following information:

	Colleague ID #:
	     
	Department:
	     
	

	Name & Phone # of Research Advisor:
	     
	

	


	Estimated beginning date of study:
	     
	Estimated duration of study
	     

	Campus (Denton, Dallas, or Houston)
	     
	


Type of Project :
 FORMCHECKBOX 
 thesis
 FORMCHECKBOX 
 professional paper 
 FORMCHECKBOX 
 dissertation

(check all that apply)
 FORMCHECKBOX 
 class project
 FORMCHECKBOX 
 faculty research
 FORMCHECKBOX 
 pilot
 FORMCHECKBOX 
 funded project (funding source:      )
 FORMCHECKBOX 
 other         
	Signatures:

Principal Investigator (PI): Signature certifies that the investigator has primary responsibility for all aspects of the research project.

	____________________________________________________________
	
	________________

	Principal Investigator
	
	     Date

	Faculty Research Advisor (for student research only): Signature certifies that the faculty member has read, reviewed, and approved the content of the application and is responsible for the supervision of this research study.  

	____________________________________________________________
	
	________________

	Faculty Research Advisor 
	
	     Date

	Academic Administrator: Signature certifies that the administrator has read, reviewed, and approved the content of the application. 

	____________________________________________________________
	
	________________

	Academic Administrator (Department Chair, Program Director, or Associate Dean)
	
	     Date


CRITERIA FOR CLAIMING EXEMPT STATUS

If your study meets one or more of the criteria for an exempt review as noted below, complete this application form. If none of the items below apply to your study, you must complete the application form to the Institutional Review Board for expedited and full review studies.  If you have any questions or want more detail about the following exempt categories, you may refer to the 45 CFR 46.101 which can be found at  http://ohrp.osophs.dhhs.gov/humansubjects/guidance/45cfr46.htm or contact the IRB.

Please check, from the following list, the reason(s) you are claiming exempt status. 

 FORMCHECKBOX 

Research involving normal educational practices

Although the study may involve minors, this type of research may receive an exempt review, if the IRB receives:

1.
a COMPLETE exempt application (see checklist for all required items);

2. 
assurance of maintaining confidentiality of participants; and 

3.
a letter from the principal (or other appropriate school official), which contains the following items:

(
the name of the researcher;

(
title and description of project;

(
assurance that the proposed procedures are a part of normal instruction techniques, curricula, or classroom management techniques; and

(
a statement that data will be collected and analyzed as part of a research project.

 FORMCHECKBOX 

Research involving cognitive, diagnostic, aptitude, or achievement tests, surveys, interviews, or observation of public behavior, unless the participants can be identified, and any disclosure of the responses could reasonably place the participants at risk (i.e., anonymous surveys, surveys that do not involve a sensitive topic or utilize a vulnerable population, interviews that do not involve a sensitive topic or utilize a vulnerable population). For anonymous questionnaires, the following statement must be placed at the top of the questionnaire in lieu of an informed consent form: "The return of your completed questionnaire constitutes your informed consent to act as a participant in this research."

 FORMCHECKBOX 

Research involving the collection or study of existing data.

 FORMCHECKBOX 

Research and demonstration projects which are designed to study, evaluate, or otherwise examine public benefit or service programs.

 FORMCHECKBOX 
 
Taste and food quality evaluation and consumer acceptance studies, if wholesome foods without additives are consumed or 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 Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

METHODOLOGY

Please refer to instructions when completing this form.
1.
Describe the purpose of study, including research questions and/or hypotheses.


     
2.
Participant Information:


A.
Description of participants in study:  


     

B.
Approximate number of participants:  
     

C.
Vulnerable populations as participants (check all that apply):


Prisoners
 FORMCHECKBOX 



Pregnant women
 FORMCHECKBOX 



Fetuses / neonates
 FORMCHECKBOX 



Minors
 FORMCHECKBOX 



NOTE: 
Researchers must comply with the federal mandate to report child abuse. See instructions for details. 


D.
Age (or age range) of participants:       


Provide the rationale for inclusion/exclusion on the basis of age: 
     

E.
Sex of participants
  FORMCHECKBOX 
Male  FORMCHECKBOX 
 Female  FORMCHECKBOX 
 Both 



Provide the rationale for inclusion/exclusion on the basis of sex: 
     

F.
Participants will be excluded based on ethnicity:
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
 No



If yes, provide a description of the exclusion criteria and the rationale for using these criteria:

     

G.
List and provide rationale for any other inclusion/exclusion criteria: 
     
3.
Describe the participant recruitment process in detail. Attach any recruitment materials or scripts.


     
4.
Describe in detail the research procedures. 


     

a.
Is video recording a part of the study?

 FORMCHECKBOX 
Yes  FORMCHECKBOX 
 No



              With sound   FORMCHECKBOX 

Without sound   FORMCHECKBOX 
 


b.
Is audio recording a part of the study?

 FORMCHECKBOX 
Yes  FORMCHECKBOX 
 No



If you answered “yes” to question #4a or 4b, describe the purpose of the recording and who will have access to these recordings.


     

c.
Is internet / email a part of the study?

 FORMCHECKBOX 
Yes  FORMCHECKBOX 
 No



If you answered “yes” to question #4c, describe how the internet and/or email will be used.


     
5.
What is the time commitment for the participants? Include the number of sessions, maximum time commitment per session, and the maximum cumulative time commitment.


     
6.
 Site / location of the study.


a.
Will participants be affiliated with a specific non-TWU agency, institution, or organization?
  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 



If yes:



Name of the site(s)? 


     



Affiliation of the principal investigator to this site(s)? 


     


Affiliation of the participants to this site(s)? 


     


Agency approval letters are required by the IRB before data can be collected at a site. If you answered “yes” to 6a, attach the signed agency approval letter on letterhead from each agency. If agency approval cannot be obtained prior to submitting the IRB application, explain here.



     

b.
Describe the setting of the study (i.e. physical location, surroundings, privacy aspects, etc.)



     
7.
Explain the potential risks to the human participants involved in this research. All risks must be identified and listed on the consent form (if applicable).

     
8.
Because the academic component of TWU is classified as a non-covered HIPAA entity, identifiable health or health-related data cannot be transmitted electronically. You must be able to answer “no” to at least one of the following questions in order for your study to be approved.

Does this research involve health or health-related data? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


If yes, are the data identifiable? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


If yes, will data be transmitted electronically? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

9.
Provide a list of all research team members and their role on the project. Attach copies of current training certificates. 

	Name of Team Member
	Role on Project
	Training Certificate Attached

	     
	     
	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 



10.
Provide a list of all attachments to this application in the order cited on this form. 


     
Submission Instructions:

Denton and Dallas: mail the signed original to the address below. If electronic submission is preferred, combine all parts of application into single pdf document and email to irb@twu.edu. The signed original cover page (hard copy) then needs to be sent to the Denton IRB Office and placed on file.

TWU’s Office of Research & Sponsored Programs


Institutional Review Board


PO Box 425619


Denton, TX 76204-5619


Or hand deliver to ACT 7th floor.

Houston: 
All parts of the application (including the signed cover page and appendices in order) should be combined into one single .pdf or Word document and emailed to mjackson6@twu.edu. The signed original cover page (hard copy) then needs to be sent to the Houston IRB Office and placed on file. If you have any difficulty with preparing a .pdf file, please contact Mary Jackson via email for assistance.
August 2009 (revised September 2011)

1

