

Indiana Tech Institutional Review Board Application


INDIANA TECH
INSTITUTIONAL REVIEW BOARD 

 APPLICATION FOR INITIAL REVIEW OF RESEARCH USING HUMAN SUBJECTS 
Date _______________
Name of Principal Investigator/Supervising Faculty______________________
Class (Day or CPS)/Campus Office_______________
Email___________________________      

Name of Co-investigator (student or faculty)________________________       
   
Email_______________________________                     
      
Does this particular project continue every semester and/or year ________
      
Project Title __________________________________________________
      
Electronic signature of Principal Investigator________________________
Directions: You need to answer the following  questions.  

1. Conflict of Interest: (Please check)

 Investigators do_____  do not______ have a real or potential conflict of interest.  
2. Please indicate whether this research should be exempt or non-exempt from further human subjects review and indicate which of the six exemption reasons (Section A) justifies an exemption status.  
3. Please attach a copy of your responses to items 1 – 7 of the instructions (Section B), including all related documents, such as questionnaires, interview questions, surveys, etc.  that you will hand out to participants.
4.  If you are only going to be doing a survey, please provide a copy of the survey with the following statement:  YOUR COMPLETION OF THIS SURVEY IMPLIES CONSENT TO PARTICIPATE IN THIS RESEARCH.  You do not need to provide a Sample of Informed Consent (Attachment C) unless you are going to be doing something more than a survey. 
5.  Please provide a copy of  Sample of Letter to do Research at a Specific Location (Attachment D)
Attachments:

A. Exemption Categories
B. Non-exemption materials

C. Sample copy of Informed Consent

D. Sample of copy of Sample of Letter to do Research at a Specific Location    
Additional reference material about this process can be found in the companion site “Additional Information about the IRB Process”. 

Please email completed form to Dr. James B. Schaffer, jbscaffer@indianatech.edu
SECTION A
EXEMPTION CATEGORIES 
 1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (a) research on regular and special education instructional strategies, or (b) research on the effectiveness or the comparison among instructional techniques, curricula, or classroom management methods. 
 2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (a) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (b) any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation. 
 3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (2) if: (a) the human subjects are elected or appointed public officials or candidates for public office; or(b) the research is conducted for the Department of Justice under Federal statute 42 U.S.C. 3789g, or for the National Center for Education Statistics under Federal statute 20 U.S.C. 12213-1, which provide certain legal protections and requirements for confidentiality. 
 4. Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. 
 5. Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine: (a) public benefit or service programs; (b) procedures for obtaining benefits or services under those programs; (c) possible changes in or alternatives to those programs or procedures; or (d) possible changes in methods or levels of payment for benefits or services under those programs. 
6. Taste and food quality evaluation and consumer acceptance studies, if (a) wholesome foods without additives are consumed or (b) 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 U.S. Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture. 
 NOTE:   These exemption categories do not apply to research involving prisoners, fetuses, or pregnant women.  Exemption category #2 for research involving survey or interview procedures or observation of public behavior, does not apply to research with children, except for research involving observations of public behavior when the investigator(s) does not participate in the activities being observed. 
SECTION B  
Please provide the following information, taking care to provide the information in a way that will be intelligible to non-specialists in your specific subject area.  
1. Abstract:      

Provide an abstract (200 words) that describes the purpose of this research and summarizes the strategies used to protect human subjects.   
2. Subject selection:   
a. Who will be the subjects? How will you enlist their participation? If you plan to advertise for subjects, please include a copy of the advertisement.   
 b. Will the subjects be selected for any specific characteristics (e.g., age, sex, race, ethnic origin, religion, or any social or economic qualifications)?   
 c. State why the selection will be made on the basis or bases given in 2(b).   
 3. Procedures:     

What precisely will be done to the subjects?  Explain in detail your methods and procedures in terms of what will be done to subjects.   If you are using a questionnaire or handout, please include a copy within each set of application documents.   

4. Risks and Benefits:     
Are there any risks to the subjects? If so, what are these risks? What potential benefits will accrue to justify taking these risks?   
4. Confidentiality:     

Adequate provisions must be made to protect the privacy of subjects and to maintain 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 method of destroying the data when completed.  
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.  The sample consent form set forth in Section C of this application may be used as a guide.  Include a final draft of the consent form that you propose to utilize.  Consent forms should be limited to one page, whether letter or legal size; if longer, please add a signature and date line to each page and number of pages, e.g., “1 of 2,”  “2 of 2.”  Please allow a 2-inch bottom margin to accommodate the IRB approval stamp.  Include a description of how data storage methods ensure confidentiality within the consent form. 
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.   
Typical supporting documents include:  consent forms, letters sent to recruit participants, questionnaires completed by participants, and any other material germane to human subjects review. 
SECTION C

(SAMPLE -- Please model your consent form according to this format)
INFORMED CONSENT FORM 
Identification of Project/ Title    
    (Please note:  Title of application and title above should be the same.) 
Statement of Age of Subject (Please note:  Parental consent always needed for minors.) 
I state that I am over 18 years of age, in good physical health, and wish to 
Participate in a program of research being conducted by Insert Name of Principal Investigator at Indiana Tech, Ft. Wayne, Indiana.  
Purpose 

The purpose of this research is to measure the effects of prolonged sleep loss. 
Procedures 
 The procedures involve three sessions, four weeks apart, during which I will be asked to go without sleep for periods of 24 to 48 hours. At various times during the sleepless period, I will be asked to perform simple tasks and to respond to sound by pushing a button. 
Confidentiality 
All information collected in this study is confidential to the extent permitted by law.  I understand that the data I provide will be grouped with data others provide for reporting and presentation and that my name will not be used. 
Risks 
As a result of sleeplessness, I may experience extreme tiredness and sleep disturbances over a short period of time.  Normally, there are no long-term effects associated with the periods of sleeplessness involved in this experiment. 
Benefits, Freedom to Withdraw, & Ability to Ask Questions 
The experiment is not designed to help me personally, but to help the investigator learn more about sleep loss and the ability of persons to perform tasks for the safe operation of machinery and cars.  I am free to ask questions or withdraw from participation at any time and without penalty. 
Medical Care

 (Include this section only when appropriate for your project. When included, please do not modify the wording of this section) 
Indiana Tech does not provide any medical or hospitalization insurance for participants in this research study nor will Indiana Tech provide any compensation for any injury sustained as a result of participation in this research study, except as required by law. 
Contact Information Of Investigators 
Provide name, address, telephone number, and (if appropriate) e-mail address of principal investigator. 
NAME OF SUBJECT  
SIGNATURE OF SUBJECT  
Please add name, signature, and date lines to the final page of your consent form 
DATE   
****Please note:  If the consent form requires more than one page, please include a space for the subject to initial and date at the top right-hand corner of each page.  The corner should appear as: Initials_____ Date_____ Also, you must write a page range; such as Page 1 of 2, then Page 2 of 2.  This step would confirm that the subject agreed to the entire contents of the consent form.
SECTION D

Sample of Letter to do Research at a Specific Location

If you are going to be doing research off campus, you must provide a copy of a signed from indicating that you have permission from the appropriate supervisor or administrator of the location, for instance a principal or company supervisor.

 Identification of Project/ Title    
    (Please note:  Title of application and title above should be the same.) 
Purpose 

The purpose of this research is to measure the effects of prolonged sleep loss. 
Procedures 
 The procedures involve three sessions, four weeks apart, during which I will be asked to go without sleep for periods of 24 to 48 hours. At various times during the sleepless period, I will be asked to perform simple tasks and to respond to sound by pushing a button. 
Confidentiality 
All information collected in this study is confidential to the extent permitted by law.  I understand that the data I provide will be grouped with data others provide for reporting and presentation and that my name will not be used. 
Risks 
As a result of sleeplessness, I may experience extreme tiredness and sleep disturbances over a short period of time.  Normally, there are no long-term effects associated with the periods of sleeplessness involved in this experiment. 
Benefits, Freedom to Withdraw, & Ability to Ask Questions 
The experiment is not designed to help me personally, but to help the investigator learn more about sleep loss and the ability of persons to perform tasks for the safe operation of machinery and cars.  I am free to ask questions or withdraw from participation at any time and without penalty. 
Medical Care

 (Include this section only when appropriate for your project. When included, please do not modify the wording of this section) 
Indiana Tech does not provide any medical or hospitalization insurance for participants in this research study nor will Indiana Tech provide any compensation for any injury sustained as a result of participation in this research study, except as required by law. 
Contact Information Of Investigators 
Provide name, address, telephone number, and (if appropriate) e-mail address of principal investigator. 
Statement of permission to allow this research on these premises.

I give permission to allow Indiana Tech to proceed with the above named research at_________________location.
NAME OF SUPERVISOR 
SIGNATURE OF  SUPERVISOR  
Please add name, signature, and date lines to the final page of your consent form 
DATE   
****Please note:  If the consent form requires more than one page, please include a space for the subject to initial and date at the top right-hand corner of each page.  The corner should appear as: Initials_____ Date_____ Also, you must write a page range; such as Page 1 of 2, then Page 2 of 2.  This step would confirm that the subject agreed to the entire contents of the consent form.
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