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( PLEASE DO NOT SUBMIT THIS INSTRUCTION MEMO WITH YOUR APPLICATION. THE

     NEXT PAGE IS THE COVER PAGE FOR YOUR APPLICATION. THANK YOU! (
To:

Investigators Planning Research Involving Human Subjects

From: 

Glenn Krell MPA, CRA

Executive Officer, Institutional Review Board

Subject: 
Application for Review of Research Involving Human Subjects

All research involving human subjects at IIT must be reviewed and its use of human subjects approved, even if the research is exempt.  Most research is subject to full review by the Human Subjects Institutional Review Board (IRB), but some research that uses human subjects in certain restricted ways is exempt from federal regulation and therefore should be submitted for expedited IRB review.  Such research requires review only by the Executive Officer and the Chairperson/designee of the IRB. 

To secure IRB review, you must submit an original and twelve copies of the application to the Office of Research Compliance and Proposal Development (ORCPD) at least two weeks prior to IRB review meeting for full review.  If you are submitting for expedited review, an original and two copies are required and may be submitted at any time.  The IRB meets monthly.  A schedule of deadlines and meeting dates can be found at http://www.grad.iit.edu/research/ORCPD/irb.html Added to the application are the following appendices: 



Appendix I: 
Conditions for Exempt Status



Appendix II: 
IIT-IRB Policy Student Participation as Subjects



Appendix III: 
Sample Consent Forms



Appendix IV:
Ethical Guidelines: OHRP Reports

Please pay careful attention to the development of the informed consent form as described on page 4 of the application, so that it addresses all of the requirements.  If your research will be funded by an external sponsor, please attach a copy of your technical proposal.  Your IRB application may refer to relevant portions of the proposal, but please make sure that each question on the application has a complete response.

IRB approval is given for one year.  If a project is a multi-year project, the investigator(s) must submit an application and appropriate copies every year for review and approval.

One of the investigators must be present at the meeting at which the protocol is reviewed.  The investigator attending the meeting will be asked to provide a brief summary of the research, even if the application is a renewal and the research has been previously approved.

Deadline for submission is 5:00pm on the date indicated and will be strictly enforced. If you miss the deadline, your IRB submission will be reviewed at the following scheduled meeting. All forms must be typed.  Handwritten applications will be returned without being considered. Please submit an original and twelve copies. Applications for expedited review can submit their applications at any time.  If possible, you can assist us by providing materials on diskette, using Microsoft Word.

Return the completed application to ORCPD.  If you have any questions, please call Glenn Krell MPA, CRA (312) 567-7141 or Dr. Scott Morris (312) 567-5932, Institute of Psychology, who is Chairperson of the IRB.  IRB policies, procedures and other related documents can be found on the web at http://www.grad.iit.edu/research/irbhome.html.

( PLEASE DO NOT SUBMIT THIS INSTRUCTION MEMO WITH YOUR APPLICATION. THE

     NEXT PAGE IS THE COVER PAGE FOR YOUR APPLICATION. THANK YOU! (
APPLICATION FOR THE REVIEW OF RESEARCH INVOLVING HUMAN SUBJECTS

This application incorporates requirements from the Code of Federal Regulations, Title 45, Part 46, Protection of Human Subjects (rev. 3/83).  Complete copies of 45 CFR 46 are available on the IIT IRB website at  http://www.grad.iit.edu/research/irbhome.html. 

A. ESSENTIAL DATA

1. Responsible Project Investigator (qualified faculty/staff supervisor):

Dept: _____________________  Phone: _____________ Email: __________________


2. Name of Investigator (if different from Responsible Project Investigator):

Dept: _____________________  Phone: _____________ Email: __________________

3. Project Title: 

4. Project Dates: From: _________________ To: __________________

5.
Type of Investigator(s):
____Faculty


(check all that apply)

____Staff






____Graduate Student 






____Undergraduate Student

6.
Status of Project: 

____New Project 






____Periodic Review 






____Change in Protocol

7. Site of Work: 

8. 
Type(s) of Subject: 

____Adult, non-student






____IIT student






____Non-IIT student






____Minor (under 18)

9.
Characteristics



of Subject: 


____Normal Volunteer 






____In-patient 






____Out-patient






____Mentally disabled individual






____Pregnant woman, fetus






____Individual with limited civil freedom 






____Individual with a court-appointed guardian

Note: The IRB encourages you to make double-sided copies in order to conserve resources. 
10. Number of subjects, including “controls”: _________________

11. Sponsor, if externally funded: 

_______________________________________________________________________


12. If you have previously used human subjects in this research program, provide the information below for all subjects of the last twelve months: 

____Number of subjects screened 

____Number admitted to project

____Number of withdrawals 

____Number who completed participation

____Number still active

On a separate sheet, describe any problems encountered by participants.  See Certifications for ongoing reporting requirements. 

13. Is this research exempt from federal regulation?  (  )YES    (  )NO        See Appendix I for conditions.  If you believe that your research falls into categories listed, and therefore qualifies for expedited IRB review, CIRCLE the identifying numbers of those conditions below: 

1   2   3   4   5

B. OBJECTIVES OF RESEARCH.  Describe the objectives and significance of the proposed research involving human subjects: 

C. PROTOCOLS.  Give details of the procedures that relate to the subjects’ participation. What will the subjects do or what will be done to them?  Append copies of all questionnaires or test instruments.  If a research proposal has been or will be submitted to an external sponsor, append a copy of the technical portion of the proposal. 

D. SELECTION OF SUBJECTS.  Please check the appropriate responses and describe the methods you used to select your subjects.  If you are using IIT students and offering credit for their participation, you must comply with IIT-IRB policy on this practice; the policy is attached as Appendix I.

1.  Subjects will receive payment or course credit compensation for participation.  If yes, state amount, form, and conditions in the case of monetary compensation; or attach a list of credit alternatives in the case of credit compensation (see Appendix II).


____yes   ____no

2.  Access to subjects will be gained through cooperating institutions.  If yes, attach letter of agreement, or, for sponsored projects, DHHS Form 596.  If agreement is conditional upon IIT approval, explain here. 


____yes  ____no

3. This project involves investigators at another institution.  If yes, identify investigators and institution(s).


____yes  ____no

4.  Describe method of selecting subjects:  

E. DECEPTION.  If subjects are deceived or misled, or if information is withheld, identify the information involved, justify the deception, and describe the debriefing plan if there is one. 

F. CONFIDENTIALITY OF DATA:  Confidentiality of data is required unless subjects give express permission that data may be identified.   Indicate which of the following categories describes this research, and provide supporting information as needed.

__
Responses will be anonymous.  No one, including the researchers, will be able to identify participants, whether through names or identifiers linked to names.
__
Responses will be confidential.  Identifying information will be accessible only by the project researchers.  

Describe the methods to be used to ensure confidentiality, such as where identifying information will be stored, and when identifying records will be destroyed.

__
Responses will not be confidential.  Explain.

__
Other.  Explain.

G. INFORMED CONSENT.  Informed consent is a legal requirement for research involving human subjects:  “No investigator may involve a human being as a subject in research covered by these regulations unless the investigator has obtained the legally effective informed consent of the subject or the subject’s legally authorized representative.  An investigator shall seek such consent only under circumstances that provide the prospective subject or the representative sufficient opportunity to consider whether or not to participate and that minimize the possibility of coercion or undue influence.  The information that is given to the subject or the representative shall be in language understandable to the subject or the representative” (45 CFR 46.116).  If the subject is a minor, at least verbal assent should be obtained from the child in addition to the required written consent by the parent/guardian.  EACH SUBJECT MUST BE GIVEN A COPY OF THE CONSENT FORM.

Yes
    No
Informed consent will be obtained from all research participants.
Yes    No
Informed consent will be documented through a written form which will be signed by the research participant or a legal guardian. 

If you answered no to either of the above questions, please explain.

The following elements must appear in your consent form: 

1. 
A statement that the study involves research, an explanation of the purposes 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.  “Risk” and “discomfort” include psychological as well as physiological effects. 

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 will be given and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of or where further information may be obtained.

7. An explanation of whom to contact for answers to pertinent questions about the research and research subject’s rights, and whom to contact in the event of a research-related injury to the subject.  This should include the name and phone number of the Principal Investigator(s) and the Executive Officer of the IIT Institutional Review Board (312-567-7141).

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

9. A statement that absolves IIT of responsibility for any injuries or medical conditions that may be suffered by the participant during the course of the research unless those injuries or medical conditions are due to IIT’s negligence. 

10. A statement that the participant has received a copy of the consent form. 

See Appendix III for copies of sample consent forms that incorporate the above elements.  Attach a copy of your consent form to the completed application. 

H. RISKS.  Will subjects in the proposed research be placed at more than minimal risk?  (Minimal risk means that the risks of harm anticipated are not greater, considering probability and magnitude, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.)  

____Minimal risk 

____More than minimal risk 

1. Describe the risks and the precautions that will be taken to minimize them, even if risk is minimal.  The concept of risk goes beyond physical risk and includes risk to the subject’s dignity and self-respect, as well as psychological, emotional, or behavioral risk.  “No risk” is not an acceptable answer.
2. Will any part of this research allow the investigator to identify participants who are likely to cause harm to themselves or others? (e.g. suicidal thoughts, child abuse)

No ______

Yes _____  If yes, what procedures will be implemented?

I. BENEFITS.  Describe the benefits to the subject and society.  The IRB must have sufficient information to make a determination that the benefits outweigh whatever risks are involved. 

J. CERTIFICATIONS: 

I am familiar with the ethical guidelines and application requirements provided by the IRB and will adhere to the policies and procedures explained. 

Should any change in procedures involving human subjects become advisable, I will submit it for review prior to initiating the change. 

I certify using the consent form approved and stamped by IIT IRB.

If any problems involving a human subject occur, I will immediately notify the Director of Research Compliance and Proposal Development, who is also the Executive Officer of the IRB.

Signature of Responsible Project Investigator: 
Date:

Signature of Investigator (if different from Responsible Project Investigator): Date:

APPENDIX I: CONDITIONS FOR EXEMPT STATUS 

IS THIS HUMAN SUBJECTS RESEARCH?

Ascertain whether or not your project is defined as human research by reviewing each of the definitions below and checking each that applies.  If you have checked both, you

are involved in research with human subjects.  If you checked none, or only one, you 

are not.

_____ Research means a systematic investigation designed to develop or contribute to generalizable knowledge. 

_____Human subject means a living individual about whom an investigator conducting research obtains 1) data through intervention or interaction with the individual, or 2) identifiable private information. 

IS THIS HUMAN SUBJECTS RESEARCH EXEMPT FROM REGULATION?

Under certain circumstances, research involving human subjects is exempt from Federal regulation and from IRB review.  If your research activities involve human subjects in only the following categories, please circle the corresponding numbers on page 2 of your application. 

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 of or the comparison among instructional techniques, curricula, or classroom management methods. 

2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), if information taken from these sources is recorded in such a manner that subjects cannot be identified, directly or through identifiers linked to the subject. 

3. Research involving survey or interview procedures, except where all of the following conditions exist: a) responses are recorded in such a manner that the human subject can be identified, directly or through identifiers linked to the subjects, b) the subject’s responses, if they became known outside of the research, could reasonably place the subject at risk of criminal or civil liability or be damaging to the subject’s financial standing or employability, and c) the research deals with sensitive aspects of the subject’s own behavior, such as illegal conduct, drug abuse, sexual behavior, or use of alcohol.  All research involving survey or interview procedures is exempt, without exception, when the respondents are elected or appointed officials or candidates for public office.  This exemption is not applicable if subjects include minors. 

4. 
Research involving the observation (including observation by participants) of public behavior, except where all of the following conditions exist: a) observations are recorded in such a manner that the human subjects can be identified, directly or through identifiers linked to the subjects, b) the observations recorded about the individual, if they became known outside of the research, could reasonably place the subject at risk of criminal or civil liability or be damaging to the subject’s financial standing or employability, and c) the research deals with sensitive aspects of the subject’s own behavior such as illegal conduct, drug use, sexual behavior, or use of alcohol.  This exemption is applicable when subjects include minors only if the researcher does not participate in activities being observed.  

5. 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. 

APPENDIX II: IRB POLICY ON STUDENT PARTICIPATION AS SUBJECTS IN RESEARCH (December 11, 1986)

( DO NOT SUBMIT THIS APPENDIX WITH YOUR APPLICATION (
This policy applies to recruitment of students when participation as a subject in research is to be a basis for credit in the course.  Such recruitment is acceptable when: 

1.
a research component is a required part of the course; 

2.
participation in research as a subject is one of several persuasively comparable options available to a student for fulfilling the research requirement; 

3. the research experience is judged by the department to be relevant to the course and have educational value; and

4. this IRB policy is part of an information sheet distributed to students at the beginning of such courses which have a research component. 

The IRB will review all non-exempt protocols enlisting students as subjects, assessing the benefits and the risks to the students participating as subjects. 

A list of alternate activities for fulfilling the research requirement must be submitted with research protocols. 

APPENDIX III: SAMPLE CONSENT FORM

Hypertension Research 

Informed Consent 

( DO NOT SUBMIT THIS SAMPLE FORM WITH YOUR APPLICATION (
I understand that my participation in this research project is voluntary and that I may withdraw from the study at any time without penalty.  I also understand that the data will be coded to ensure confidentiality. 

As a participant in this study, I will spend approximately ½ hour today for interviewing and questionnaire assessment and approximately one hour in a psychophysiological research laboratory during a subsequent session. 

While in the laboratory, sensors will be placed on my finger to measure blood flow, a blood pressure cuff and microphone will be placed on one biceps muscle to measure blood pressure, and electrodes will be placed on my right wrist and left ankle to measure heart rate.  I have been informed that these measurement procedures are standard and should involve no discomfort.  During the study, I will be asked to complete a cognitive task for several minutes. 

As part of today’s session, I will be measured for height, wrist circumference, weight, and blood pressure and complete several questionnaires concerning coping style and life stress.  I will also be interviewed concerning my exercise habits, diet, smoking, and general medical health.  Additionally, I give my permission to have my parents contacted in regard to their blood pressure history. 

Although participation involves no future obligation, I will be contacted for future assessment sessions involving identical procedures and will have the opportunity to participate in additional research if I so wish.  I also understand that I will be paid $10 for my participation in the session. 

I understand that this research presents no risks other than what I might feel from thinking about the questions that are asked.  I understand that the IIT Counseling Center is available to me, free of charge, to discuss my situation or my feelings.  IIT Counseling Center can be contacted at 312-808-7132.

Experimental procedures have been explained to me and I have a satisfactory understanding of them.  Any further questions about the research and my rights as a participant will be answered if I contact the project director, Dr. Pat Smith, Institute of Psychology, at (312) 567-9999.

I understand that the Illinois Institute of Technology is not responsible for any injuries or medical conditions I may suffer during the time I am a research subject unless those injuries or medical conditions are due to IIT’s negligence.  I may address questions and complaints to Glenn Krell MPA, CRA, Executive Officer of IIT Institutional Review Board at (312) 567-7141. 

I have read the material above and any questions I asked have been answered to my satisfaction.  I agree to participate in this activity, realizing that I may withdraw without penalty at any time

*I have received a copy of this consent form. 

_________________________________________   _______________________________

               Subject                                                                          Date

*This consent form is valid only if stamped by Executive Officer of IIT IRB. 

APPENDIX IV: ETHICAL GUIDELINES:  OHRP (OFFICE OF HUMAN RESEARCH PROTECTIONS) REPORTS

THIS APPENDIX IS AVAILABLE IN HARD COPY FORMAT OR MAY BE DOWNLOADED AT THE FOLLOWING WEBSITE:

http://www.grad.iit.edu/research/ORCPD/educationalmaterials.html
FOR MORE INFORMATION, PLEASE CALL THE OFFICE OF RESEARCH COMPLIANCE AND PROPOSAL DEVELOPMENT AT (312) 567-7141.
(    DO NOT SUBMIT THIS PAGE WITH YOUR APPLICATION    (
Note: The IRB encourages you to make double-sided copies in order to conserve resources.  

