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I.
FILING A REQUEST FOR IRB REVIEW: OVERVIEW

The University of Southern Indiana is committed to excellence in teaching, scholarship, and public service.  Concomitantly, the University is committed to the conduct of these activities with the highest possible ethical standards. The Institutional Review Board (IRB) for the Protection of Human Subjects of Research of the University is responsible for reviewing any research and related activities involving humans as subjects proposed by any member (full-time or part-time) of the USI faculty, staff, or student body. In addition, all personnel (faculty, staff, and students) involved with human subject research projects are required to complete human subjects research training.
According to 46CFR §46.102(d), research means “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Activities that meet this definition constitute research for purposes of this policy, whether they are conducted or supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include research activities.”  

These regulations may be found at the following URL:
 http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm. Before initiating any such research, the principal investigator of the project must submit an IRB Application, which constitutes the first step of this process, to:

IRB Administrative Office

Sponsored Research Office
WA 104K
University of Southern Indiana

8600 University Boulevard

Evansville, IN  47712-3534

(812) 465-1126

usi1sro@usi.edu 

IRB REVIEW PURPOSE

The purpose of IRB review is to determine whether the human subjects are at risk, and if so, whether the following criteria for approval have been satisfied:

1.
Risks to subjects have been minimized, by using procedures which are consistent with sound research design and which do not unnecessarily expose subject to risk.

2.
Risks to subjects are reasonable in relation to anticipated benefits, if any, to the subjects, and to the importance of the knowledge that may reasonably be expected to result.

3.
Selection of subjects is equitable.

4.
Informed consent will be sought from each prospective subject or the subject's legally authorized representative.

5.
Informed consent will be appropriately documented.

6.
Where appropriate, the research plan makes adequate provision for monitoring the data to ensure the safety of subjects.

7.
Where appropriate, there are adequate provisions to protect the privacy of subjects and to maintain confidentiality of data.

8.
Where some or all of the subjects are likely to be vulnerable to coercion or undue influence, appropriate additional safeguards have been included in the research plan.

DOCUMENTATION OF REQUEST FOR REVIEW:  Each request for review must be accompanied by the appropriate documents for the project, such as:

1.
Copies of all questionnaires or other survey instruments, interview schedules, observation forms. tests, etc. used in the project.

2.
Prepared Informed Consent documents (or Parental/Guardian Informed Consent document and Assent document, if appropriate) for all relevant participants involved in the study.  (For specific information about Informed Consent documents, please see sections C. Obtaining and Documenting Informed Consent, D. Informed Consent for Exempt Projects, and E. Sample Informed Consent Documents.)

3.
Letters of approval from cooperating institutions (e.g., hospitals or other medical facilities and/or clinics, human services agencies, schools, individuals such as physicians, teachers, or other specialists in different fields, etc.).

4.
One complete copy of any proposal submitted for external support.
5.
Documentation proving completion of human subjects research training from an appropriate source. 

NOTE:  IRB decisions will be communicated to investigators (or faculty sponsors for student investigators).  For Convened Review, investigators are invited to appear before the IRB to provide additional information and/or clarification.

THE IRB PROCESS AT THE UNIVERSITY OF SOUTHERN INDIANA

1.
The principal investigator prepares the IRB Application according to the IRB guidelines and submits the complete application to the IRB Administrative Office in the Sponsored Research Office (WA 104K).  Submit the signed original and 1 electronic version sent as an email attachment addressed to usi1sro@usi.edu. All supporting materials and documentation must be sent electronically as well (scan originals if necessary).  

2.
The application is date-stamped upon receipt.  

3.
A Technical Review is conducted to determine that the IRB application is complete and contains the following:


a.
Completed IRB application form;


b.
Informed consent documentation;


c.
A copy of the actual survey instrument, questionnaire or data record form to be used in the project;


d.
Signatures of the principal investigator, and faculty sponsor (if student project).
An IRB Application determined to be incomplete during Technical Review will be returned to the principal investigator. If the principal investigator is a student, the incomplete application will be returned to the faculty sponsor.  When the IRB Application has been appropriately completed, the application may be resubmitted for Technical Review. 

4.
The application is reviewed by an IRB Reviewer based on the IRB guidelines.  The members include:


Cindy DeLoney-Marino (chair)
Pott College of Science and Engineering


Curtis Price

  
College of Business 


Heather Dragoo (ex officio)
Sponsored Research Office

Kathy Elpers


Bower-Suhrheinrich College of Education and Human Services


Sid Hall


College of Liberal Arts


Guoyuan Huang

Bower-Suhrheinrich College of Education and Human Services


Garvin D. Senn, III (external)   
Legal Aid Society


Mary Ann Wehmer

Nursing & Health Professions
5.
Complete IRB applications will receive an Initial Evaluation by an assigned IRB Reviewer to determine content and impact of the project on human subjects.  Applications which receive positive review from the IRB Reviewer will be designated as one of the following categories and, after due deliberation, will be forwarded to the Sponsored Research Office with one of the following recommendations:


a.
Exempt from Review- one IRB Reviewer verifies exemption.


b.
Expedited Review - minimal risk to human subjects:

A second IRB Reviewer will review the project and grant approval only if there is minimal risk to human subjects as outlined by the IRB Guidelines.


c.
Convened Review - Possible risk to human subjects, inclusion of a vulnerable population, or a sensitive topic area is being researched:  These projects will be reviewed by the IRB.  The principal investigator (or faculty sponsor if student investigator) is invited to attend the meeting to respond to IRB inquiries.

6.
Disposition of the IRB application is forwarded to the applicant (or faculty sponsor if student project) by the Sponsored Research Office within two weeks following the IRB meeting.

For further information regarding USI's IRB, contact the USI IRB Administrative Office (in the Sponsored Research Office), WA 104, phone: (812) 465-1126; fax: (812) 464-1956; email: usi1sro@usi.edu. 

II.
DETERMINING EXEMPT OR EXPEDITED HUMAN SUBJECT REVIEW  

THE IRB INVESTIGATOR’S AND REVIEWER’S CHECKLIST

1. Should the proposal be Exempt from IRB Review?

To be designated Exempt from IRB Review, research subjects must be involved in one or more of the following categories:

Category 1 – Research in Educational Settings

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 of, or the comparison among, instructional techniques, curricula, or classroom management methods.  (45 CFR §46.101[b][1])

Category 2 – Tests, Surveys, Interviews, Observation of Public Behavior
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 the human participants can be identified, directly or through identifiers linked to the participants; and (b) any disclosure of the human participants' responses outside the research could reasonably place the participants at risk of criminal or civil liability or be damaging to the participants' financial standing, employability, or reputation. (45 CFR §46.101[b][2])

(NOTE:  Survey and interview research involving children cannot be designated as Exempt from Review. Observation of public behavior research involving children, however, can be designated as Exempt from Review only when the investigator does not participate in the activities being observed.)
Category 3 – Tests, Surveys, Interviews, Observation of Public Behavior Part 2

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 Category 2 above if: (a) the human participants are elected or appointed public officials or candidates for public office; or (b) federal statute requires without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.  (45 CFR §46.101[b][3])

Category 4 – Use of Existing Records
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 participants. (45 CFR §46.101[b][4])

Category 5 – Public Benefit/Service Programs

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 these programs or procedures; or (d) possible changes in methods or levels of payment for benefits or services under those programs. (45 CFR §46.101[b][5])

Category 6 – Consumer Acceptance
Taste and food quality evaluation and consumer acceptance studies: (a) if wholesome foods without additives are consumed; or (b) 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 Environment Protection Agency or the Food Safety and Inspection Service of the U. S. Department of Agriculture. (45 CFR §46.101[b][6]

NOTE: Research involving children, although designated a “vulnerable population,” can be classified as Exempt from Review only if the study involves observational research when the principal investigator does not participate in the activities being observed.
B.
Is the proposal eligible for Expedited Review?


Expedited review occurs if the protocol includes research that has both minimal risk and involves participants in one or more of the following areas:

Category 1
Drugs or devices not needing investigational new drug or device 



exemptions.

Category 2
Venipuncture blood from ambulatory non-pregnant adults (<2x/wk, <450cc in 8



wks).

Category 3
Collection of biological specimens by noninvasive means (hair, excreta, nail 



clippings, etc.).

Category 4
Recording data from adults by non-invasive clinical procedures (e.g., weight, 



height, eye-color) and moderate exercise by healthy volunteers.

Category 5
Study of existing data, documents, records, or specimens.

Category 6
Voice recordings for research  (e.g., investigation of speech defects).

Category 7
Non-exempt research on individual or group characteristics or behaviors.
NOTE: Research involving children, although designated a “vulnerable population,” can be classified as Expedited Review if the study fulfills the general criteria.  The expedited regulations may be found at the following URL:  http://www.hhs.gov/ohrp/humansubjects/guidance/expedited98.htm 
C.
Should the proposal be designated Convened IRB Review?

All projects that do not fall into either the Exempt from Review or Expedited Review categories, or that deal with vulnerable populations, protected populations, or controversial content areas must be submitted for Convened IRB Review

1. The following list contains examples of  federally defined vulnerable populations:

a. Children:  For children between 7 to 18 years, documented assent of the child and informed consent of the parent or guardian are required.

b.  Pregnant women or fetuses:  Research is severely restricted; the IRB must assure appropriate process to select, inform, and obtain consent of subjects. Contact the IRB Administrative Office for restriction specifics.
c. Prisoners: Contact the IRB Administrative Office for restriction specifics.

2. The following list contains examples of populations that are protected if they are specifically targeted as a participant group.
a. Subject selection is from individuals considered to be representative of a minority group. A minority group is any category of people that is set apart by physical or cultural difference and, therefore, socially disadvantaged.  Minority group does not refer to a numerical minority.
b. People with cognitive disabilities:  Informed consent is problematic and the subjects are vulnerable. Contact the IRB Administrative Office for restriction specifics.

3. Research involves a controversial content area or sensitive information is being gathered (e.g., child abuse, violence, sexual conduct/ misconduct, mental health/status information, AIDS, alcohol, compulsive disorders, etc.).

4. There is possible coercion or undue influence that induces or entices consent, for example: excessive compensation, inequitable relationship, etc. If the research population involves USI students and extra credit is offered, there must be an equitable opportunity for students who choose not to participate in the study to earn extra credit.

5. The research presents more than "minimal risk."  "Risk" means both magnitude of harm, and the probability of incurring harm.  "Minimal risks" means the risks a non-vulnerable person ordinarily encounters in daily life or during routine medical, dental, or psychological exams. For research with greater than minimal risk, the IRB must (a) ensure that the research study’s benefits are maximized and risks minimized and (b) compare the scientific merit of the research to the research project's risks.

6. The project involves major deception of participants, for example:  intentionally misleading subjects about their status, or giving false information about the investigators or the research purpose.

NOTE: For research using blood and other body tissues, the principal investigator must discard the blood/tissue without doing tests beyond what is delineated in the project procedures and the procedures must hold confidential any personal identifying information.

D.
The Use of Deception in Research 

1. Investigators will not conduct a study involving deception unless they have determined that the use of deceptive techniques is justified by the study's significant prospective scientific, educational, or applied value and that effective nondeceptive alternative procedures are not feasible.

2. Investigators will not deceive prospective participants about research that is reasonably expected to cause physical pain or severe emotional distress.

3. Investigators will explain any deception that is an integral feature of the design and conduct of an experiment to participants as early as is feasible, preferably at the conclusion of their participation, but no later than at the conclusion of the data collection, and permit participants to withdraw their data.

III.
INFORMED CONSENT OF RESEARCH SUBJECTS UNDER 45 CFR §46.116: 


ESSENTIAL ELEMENTS OF INFORMED CONSENT:  


A.
Obtaining and Documenting Informed Consent: The investigator must obtain and document in 

writing the subject's informed consent. Information provided to the subject or the subject’s representative should be in a language understandable to the subject or representative. The key elements of "informed consent" required by 45 CFR §46.116(a) are:

1. A clear statement that "the study involves research," an explanation of the purpose of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental;

2. A description of any reasonably foreseeable risks or discomforts to the subject;
3. A description of any benefits to the subject or to others which may reasonably be expected from the research;

4. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject;

5. A statement describing the extent to which confidentiality of records identifying the subject will be maintained;

6. For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and what they consist of, where they are and by whom treatment can be given; and from where and from whom further information may be obtained;

7. An explanation of whom to contact in the department for answers to pertinent questions about the research and research subjects' rights (the faculty sponsor for a student investigator and the department chair for a faculty investigator), and whom to contact in the event of a research-related injury to the subject; and

8. A statement that participation is voluntary and refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.


B. 
INFORMED CONSENT FOR EXEMPT SURVEY/QUESTIONNAIRE PROJECTS

When the research project uses survey methodology and identifying participant information is kept confidential and the project is exempt from IRB review, the investigator does not need to have a separate informed consent document.  Informed consent can be obtained in an informed consent statement that explains the purpose of the research, verifies participation is voluntary and confidential, and informs the participant that he or she has the right to withdraw from the research project by not completing and returning the survey.  This statement can be made in either of two ways:  

1. An explanatory cover letter that participants keep, or

2. A short statement, such as that below, at the top of the survey.

	Your participation is completely voluntary.  You should only answer the questions that you choose.  You should not put your name on this form.  Your personal information will not be made public.  By returning this form, you agree to be in this research study.   Thank you.  


C.     INFORMED CONSENT CHECKLIST 



The following statements serve as an Informed Consent Checklist for the principal investigator.

1. A statement that the study involves research.

2. A brief explanation of the purpose.

3. An explanation of procedures or activities.

4. The expected duration of subject participation.

5. A description of any reasonably foreseeable risks.

6. A description of any benefits to subjects.

7. A statement regarding the confidentiality of subject information.

8. A contact person for research-related questions/issues.

9. A statement that participation is voluntary and that subjects may refuse to participate or discontinue participation without penalty.

Additional elements:  In some instances, when appropriate, alternative procedures or courses of treatment may be included and, in research involving more than minimal risk, explanations of the availability of additional medical treatments. 

D.

EXAMPLE INFORMED CONSENT DOCUMENTS 

These examples and templates are intended only as guides or examples.  Investigators should present the required information in the most appropriate format to the items enclosed in curly parentheses (i.e., {}). Both the participants and investigators should retain copies of the signed Informed Consent Document.

1. Informed Consent for  Research Involving Adults

	UNIVERSITY OF SOUTHERN INDIANA

Title of Research Project

Informed Consent Document

This study is being conducted by {investigator: insert name} under the supervision of {investigator: insert name}.  {Investigator} can be reached by {insert address, email, telephone, etc}. Please ask any questions you have about the study before signing this document. 
PURPOSE: The purpose of this research study is to {investigator: state purpose here}.

PROCEDURES: You will be asked to {investigator: list procedures or activities here}.   

TIME COMMITMENT: Your participation in this study will take {investigator: explain time commitment}. Your role will end on {investigator: insert and ending point}.

RISKS AND BENEFITS: The risks of taking part may include {investigator: state potential risks here}. The benefits of my taking part may include {investigator: state potential benefits here}.  

CONFIDENTIALITY: Your personal information will not be made public. Your  individual privacy will be maintained in all published and written data resulting from the study. {Investigator} will answer any questions that you have about the study.

COMPENSATION: {Investigator: describe any compensation that will be given to participants.}
VOLUNTEERING FOR THE STUDY: Your participation is voluntary. You are free to stop taking part at any time without penalty.     

SUBJECT STATEMENT: I have read the explanation provided to me. I have had all my questions answered. Based on the above statements, I agree to take part in this study. 

Participant’s Signature





  Date





Researcher’s Signature





  Date





 (INCLUDE ONLY IF APPROPRIATE)

Video / Audio Tape Release Form

I give consent to be audiotaped/videotaped during this study:

Please initial:   _____Yes   _____No

I give consent for the videotape of my interview to be used at professional meetings and for training materials.

Please initial:   _____Yes    _____No




2. Informed Consent Document for Research Involving Minors
a. Obtaining Informed Consent for Children or Minors to Participate in Research: Since informed consent cannot be provided by anyone younger than 18 years, research involving minors (defined as a person younger than 18 years of age) requires a parent or guardian to give informed consent. A Parental/Guardian Informed Consent document for children or minors must be prepared with as much thoroughness as the Informed Consent Document for adults who participate as research subjects. 

	UNIVERSITY OF SOUTHERN INDIANA

Title of Research Project

Parent or Legal Guardian Informed Consent Document

This study is being conducted by {investigator: insert name} under the supervision of {investigator: insert name}.  {Investigator} can be reached by {insert address, email, telephone, etc}. Your child has been invited to take part in a research project as described below.  This consent form explains the research study.  Ask questions about anything you do not understand. 
PURPOSE: The purpose of this research study is to {investigator: state purpose here}.

PROCEDURES: Your child’s role in this study will involve {Investigator: Give brief explanation of activities}.
TIME COMMITMENT: Your child’s participation in this study will {investigator explain time commitment}. 

RISKS AND BENEFITS: The possible risks and advantages to your child may include {investigator state potential risks and benefits here}.  

CONFIDENTIALITY: Your child’s individual privacy will be maintained in all published and written data resulting from the study. He/She is free to stop taking part at any time without penalty.  {Investigator} will answer any questions that you or your child have at any time.

COMPENSATION: {Investigator describe any compensation that will be given to participants. Your child will receive, etc}
VOLUNTEERING FOR THE STUDY: Your child’s participation in this study is completely voluntary.  He/She will also be given the option of participating.  Both his/her assent and your permission are required for him/her to be a part of this study. Your child is free to stop taking part at any time without penalty.     

SUBJECT STATEMENT: I have read the explanation provided to me. I have had all my questions answered. Based on the above statements, I agree for my child to take part in this study.

Guardian’s Signature





  Date





Researcher’s Signature





  Date





(INCLUDE ONLY IF APPROPRIATE)

Video / Audio Tape Release Form

I give consent for my child to be audiotaped/videotaped during this study:

please initial:   ​​_____Yes   _____No
I give consent for the videotape of child’s interview to be used at professional meetings and for training materials.

Please initial:   _____Yes    _____No




b. Even though informed consent cannot be provided by anyone younger than 18 years, research participants who are minors (defined as a person younger than 18 years of age) can give assent to participate in research. Study subjects who are between the mental ages of 7 and 18 years are required to sign an Assent document, a document separate from the Parental/Guardian Informed Consent document. Make certain the reading grade level matches the level of the study participants. For children unable to read and sign written assent forms, the researcher can read a verbal script for assent and then document the child or minor’s response. When using the verbal script option, the investigator must submit to the IRB a written version of the verbal script. The following is an example of age-appropriate Assent document.

	UNIVERSITY OF SOUTHERN INDIANA

Title of Research Project

Assent Document

{Investigator: Insert your name} is in charge of the study and can answer any questions you have about the study.  Ask questions about anything at anytime. 

PURPOSE: {Investigator} is inviting you to take part in their study. The study is about {Investigator: Provide a brief description}.

PROCEDURES: You will be asked to {Investigator: Provide a brief description of the procedures}.

TIME COMMITMENT: The study will be finished on {Investigator: Insert the ending point}.

RISKS AND BENEFITS: The risks of taking part may include {investigator: state potential risks here}. The benefits of my taking part may include {investigator: state potential benefits here}.  
CONFIDENTIALITY: We will do everything we can to protect the confidentiality of your records.  If we write professional articles about this study, they will never say your name or anything that could give away who you are.

COMPENSATION: {Investigator: describe any compensation that will be given to participants.}
VOLUNTEERING FOR THE STUDY: Your parent or guardian has agreed to allow you to take part in this study.  Taking part in this study is your choice. You can stop at any time.  If you choose to stop, it will not affect you in any way.  

SUBJECT STATEMENT: I assent (that means I agree) to participate in this study called:  {investigator: insert title}.
Participant’s Signature





  Date





Researcher’s Signature





  Date





(INCLUDE ONLY IF APPROPRIATE)

Video / Audio Tape Release Form

Put your initials on this line if it is okay for us to make a video of you.  ________


IV.
CONTINUING REVIEW:

The IRB approves projects for 12 months.  For projects running for more than one year and in which nothing has changed, the investigator must file an IRB Renewal Application Form. 
In addition, any reports of irregularities in research involving humans, including unanticipated problems, adverse events, protocol deviations, and other risks, should be reported to the IRB. These risks may involve physical, emotional, financial, social, psychological, or legal harm to the subject (or to others). The IRB has the authority to suspend or terminate approval that has been associated with unexpected serious harm to subjects or others.   

V.
CHANGES IN IRB APPROVED RESEARCH PROJECTS:
Whenever an ongoing project acquires a new principal investigator, or whenever there are substantial changes in the protocol or the subject population, an initial Request for IRB Review must be filed.

These criteria, and the other rules and regulations under which the IRB operates, are set forth in 45 Code of Federal Regulations (CFR) Part 46: Protection of Human Subjects, Revised June 18, 1991.  These regulations may be found at the following URL:
 http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm  

VI.
NON-COMPLIANCE WITH HUMAN SUBJECTS RESEARCH POLICY:


Reported cases of non-compliance should be made to the IRB Administrative Office. All allegations will be reviewed by the IRB chair. Depending upon the results of the Chair’s review, appropriate compulsory action will be taken; principal investigators reprimanded; and interested parties notified (faculty sponsor, chair, dean, VP, etc). Allegations of non-compliance involving the possibility of scientific misconduct will be reported to the University’s Research Integrity Committee.    
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