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APPLICATION TO THE INSTITUTIONAL REVIEW BOARD
FOR SOCIAL/BEHAVIORAL RESEARCH

Principal Investigator (P.I.)__________________________________________________

Faculty Advisor (if student P.I.)______________________________________________

Program _______________      Office Phone _______________   E-Mail _____________

Home Phone_____________    Cell Phone _________________

Mailing Address __________________________________________________________

Title of Project___________________________________________________________

Project start date ______________________ Expected end date ____________________

Submission date ________________    The project is:   New _____      Continuing _____

* To maintain continuing approval for projects that last more than one year, submit a continuing application at least one month prior to the yearly expiration date. 

* See Attachment 2 for full definitions of the review categories.

* The P.I. may expect the application to be reviewed within 10 working days for expedited review.

Project type:     Non-funded (or student) research _______      Externally funded _______    

Supporting agency (if any) __________________________________________________      

Please mail one hard copy of completed application and all supporting documents to Marian University Institutional Review Board, at 3200 Cold Spring Road, Indianapolis, Indiana 46222 or place hard copies of all documents in the IRB box in the Marian University mailroom.  Please also submit an electronic version to bday@marian.edu. 

If you have questions regarding this application, please contact Dr. Karen Spear, Chair, Social/Behavioral Subcommittee of the Marian University IRB, 317.955.6115; kspear@marian.edu.

____________________________________________            _____________________
Signature of Primary Investigator                                               Date

__________________________________________                _____________________
Signature of Co-Investigator(s)                                                   Date

__________________________________________                _____________________
Signature of Faculty Advisor	(if applicable) 		         Date

INSTRUCTIONS: All responses must be typed.  If needed, reformat the page to accommodate your response or continue each response on additional pages.  After completion submit the required number of copies to the office of the Marian University Institutional Review Board. 

The following items should accompany the application:

___	Study Protocol
___	Consent Review Form
___	Surveys and questionnaires
___	Include any other materials that would aid in review of the application. 

1. Purpose and objectives of the research: Give enough background information to support the importance of the project, its expected contribution, and the hypotheses under study.

2. Participants: Include a discussion of the characteristics, number and any payment of participants.  Explain the participant selection process and how you will initially contact potential participants.  If you will be working with participants from another institution or organization, attach documentation of that agency’s permission for you to do so and any pertinent regulations from those agencies.  If minor children or dependent parties are to take part in the research, attach a parent/guardian information letter. If you will be working with participants from vulnerable populations (as defined in 45 CRF 46 Subparts A-D), please discuss how you will protect those participants.  

3. Method or Procedure: Describe the way in which data will be collected, including where the study will take place, who will collect data, length of participation, what data will be recorded and how.  List and describe any apparatus that will be used.  Attach copies of any survey or interview questions to be used.  Describe how participants will be provided debriefing about the study and an opportunity to obtain further information about the study outcome.  If deception is used, provide a rationale and a proposed debriefing report (see Attachment 5: Template for Debriefing When Research Involves Deception).

	4. Assessment of risk: Determine if participants are at more than minimal risk of harm including, but not limited to, physical, psychological, social, financial, legal, or political harm. Minimal risk is understood to mean “that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests” (45 CFR 46. 102).   (This includes research involving deception of participants). Describe procedures (such as informed consent) that will be used to minimize potential risks to participants.  If participants are at greater than minimal risk, responses to Attachment 3: Additional information for Full Review must be included in this application.  

5. Risk-benefit ratio: Research involving human participants can be approved only if expected benefits outweigh potential risks.  Describe possible benefits to the participants, a class of participants, society in general, or the advancement of science.  State your reasons for believing that the benefits of the proposed study outweigh potential risks.  
6. Methods of obtaining informed consent from participants:  Who will obtain informed consent? If signed consent is needed, where will consent forms be stored? [Consent forms must be stored separately from data collected for the study.]  Attach the full written informed consent form (Expedited or Full Review). Please see the guidelines for informed consent (Attachment 4) to be sure you include all elements of consent.

7. Confidentiality: Describe procedures to be used to maintain confidentiality including who will have access to identifying information, where data will be stored, when data will be destroyed, and in the event that findings are published or made public, how participants' identities will be masked.  [Data must be stored under lock and key or in a password-protected computer.]

8. Privacy:  Participants will be provided with freedom from public scrutiny, observation or intrusion.  Describe procedures to be used to protect participants’ privacy during the conduct of the study.  






























MARIAN UNIVERSITY
INSTITUTIONAL REVIEW BOARD
Attachment 1: Definition of Research 

What is Research?
Research is the systematic and diligent inquiry into a subject in order to discover or revise facts, theories, concepts or the general body of knowledge that pertains to that subject.  In defining inquiry activity as research, an essential consideration is the original intent of the investigator to contribute to general knowledge.  It is this intent that causes such activity to come under the purview of the IRB.  For research, it is expected that the final goal is to disseminate the findings of the project via publication, presentation, or some other form of public dissemination.  It is the potential and intent of such distribution of findings that is crucial.

What is NOT Research?

Classroom exercises. It is a common practice in college courses that students engage in research-related activities as part of the educational experience of the course. These exercises often involve recruitment and interaction with individuals outside the classroom of the course.  However, these exercises are for the express purpose of giving students application experiences relating to research techniques taught in the class.  While these activities then present issues of informed consent and protection of human participants, these projects do not meet the definition of research under federal guidelines. That definition states:  “An essential consideration is whether it was the original intent of the investigator to contribute to general knowledge.”  As long as these classroom exercises  are not intended to be generalized and are not intended to contribute to the body of knowledge of the discipline, they do not meet the criteria of research and are not, therefore, subject to review by the IRB.   In a practical sense this means that a simple guideline would be whether or not the research findings are intended for or would be used for publication, public presentation  or use outside the institution, or for other than teaching purposes.

For these types of class-related activities it is the responsibility of the faculty member assigning the projects to ascertain that human participants are protected, that informed consent is obtained and that ethical principles are employed throughout the activity.  The IRB would be happy to consult and answer questions that faculty may have in the event that a faculty member is uncertain about a specific issue or project, but the activities themselves are not subject to IRB review. 

Oral histories. Federal regulations define research as “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.”  Only those oral history projects that conform to the regulatory definition of research need to submit their research protocols for IRB review.  Attachment 1: Table 1, following page, aides in this determination.  Please review and complete as necessary. 
	


Attachment 1: Table 1 – Oral History Checklist
	Oral History Checklist  Intent of Oral History
	Yes

	1. Does the oral history include activities, such as open-ended interviews, that only document a specific historical event or the experiences of individuals without the intent to draw conclusions or generalize findings
	Submit only this attachment as an informational item to the Social/Behavioral Subcommittee Chair.

	2. Does the oral history involve open-ended interviews designed to develop or contribute to generalizable knowledge (e.g., designed to draw conclusions, inform policy or generalize findings)?
	Submit completed IRB application for expedited review as given in Attachment 2, below. 

	3. Does the oral history intend to create an archive for the purpose of providing a resource for others to conduct human research?
	Submit completed IRB application for expedited review as given in Attachment 2, below.




















Principal Investigator (P.I.)__________________________________________________

Faculty Advisor (if student P.I.)______________________________________________

Program _______________      Office Phone _______________   E-Mail _____________

Home Phone_____________    Cell Phone _________________

Mailing Address __________________________________________________________

Title of Project___________________________________________________________

                         ___________________________________________________________

Project start date ______________________ Expected end date ____________________

* If you have questions regarding this application, please contact Dr. Karen Spear, Chair, Social Behavioral Subcommittee of the Institutional Review Board, 317.955.6115; kspear@marian.edu.

____________________________________________            _____________________
Signature of Primary Investigator                                               Date

____________________________________________            _____________________
Signature of Faculty Advisor	(if applicable) 		                Date






MARIAN UNIVERSITY
INSTITUTIONAL REVIEW BOARD
Attachment 2: Definition of Review Categories 


Exempt Review:  Research involving no or minimal risk and in which the only involvement of human participants will be in one or more of the following categories: 
1. Research conducted in established educational settings, such as that measuring the 
	effectiveness of teaching techniques or involving educational tests (cognitive, aptitude, 
	diagnostic, achievement) if the information cannot be linked to the participant. 
2. Research using survey or questionnaire procedures providing the responses are not linked 
	to the participant, and responses do not place the participant at risk of criminal or civil 
	liability or constitute damage to the participant's reputation or employability.
3. Research involving observation of public behavior, provided that the participant's 
	behavior is not linked to their identity, and that these observations do not place the 
	participant at risk of criminal or civil liability or constitute damage to the participant's
	reputation or employability.
	4.   Research involving the collection or study of existing data, documents, records, 
pathological specimens, or diagnostic specimens, provided these sources are publicly available and the data is recorded in such a manner that the participants cannot be identified.
	
Expedited Review: Research involving no more than minimal risk and in which the only involvement of human participants will be in one or more of the following categories:
	1. 	Voice, video, digital, or image recordings made for research purposes, such as 
     	investigations of speech defects.
2. Research on group or individual behavior or characteristics (including, but not limited to, research on perception, cognition, motivation, communication, cultural beliefs, and social
	behavior) or research employing survey, interview, oral history, focus group, program 
     	evaluation, human factors evaluation, or quality assurance methodologies.
3. Prospective collection of biological specimens for research purposes by noninvasive 
	means.  Examples: a) hair and nail clippings in a nondisfiguring manner; (b) deciduous 
	teeth at the time of exfoliation, or if routine patient care indicates a need for extraction; 
(c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washing; (j) sputum collected after saline mist nebulization.
4. Recording of data from participants 18 years or older using noninvasive procedures (not involving general anesthesia or sedation) routinely used in clinical practice, excluding procedures involving x-rays or microwaves.  Where medical devices are employed, they must be cleared/approved for marketing.  Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the participant or an invasion of the participant's privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; 
	(d) electrocardiography, electroencephalography, thermography, detection of naturally 
	occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, 
	doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength 
	testing, body composition assessment, and flexibility testing where appropriate given the 
	age, weight, and health of the individual.
5. Collection of blood samples by finger stick, ear stick, heel stick, or venipuncture from 
	a) healthy, nonpregnant adults who weigh at least 110 pounds.  For these participants, the 
	amount drawn may not exceed 550 ml in an 8-week period and collection may not occur 
	more frequently than 2 times per week; or b) other adults and children under the age of 
	legal consent, considering the age, weight, and health of the participants, the collection 
	procedure, the amount of blood to be collected and the frequency with which it will be 
	collected.  For these participants, the amount drawn may not exceed the lesser of 50 ml or 
	3 ml per kg in an 8-week period and collection may not occur more frequently than 2 
	times per week.
      6.  Collection of both supra- and subgingival dental plaque and calculus, provided the 
	procedure is not more invasive than routine prophylactic scaling of the teeth and the 
	process is accomplished in accordance with accepted prophylactic techniques.
	7.  	Study of existing data, documents, records, pathological specimens, or diagnostic
	specimens that have been collected or will be collected solely for nonresearch purposes 
	(such as medical treatment or diagnosis).
	8.  	Continuing review of research previously approved by the convened IRB where a) the
	research is permanently closed to the enrollment of new participants or all participants 
	have completed all research-related interventions or the research remains active only for 
	long-term follow-up of participants; b) where no participants have been enrolled and no 
	additional risks have been identified; or c) where the remaining research activities are 
	limited to data analysis.
9. Research on drugs for which an investigational new drug application (21 CFR Part 312)
	is not required.
10. Research on medical devices for which (I) an investigational device exemption 
	application (21 CFR Part 812) is not required; or (ii) the medical device is 
cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.
11. Continuing review of research, not conducted under an investigational new drug 
 	application or investigational device exemption where the two previously listed 
	categories do not apply but the IRB has determined and documented at a convened 
	meeting that the research involves no greater than minimal risk and no additional risks 
	have been identified.

Full Review: Any research that involves more than minimal risk to participants, including…
1. Research that involves deception of participants.
2. Research that involves the manipulation of participants' behavior, with or without the 
	participants' knowledge.
3. Research that involves new and/or untested procedures.
4. Research that involves protected or vulnerable populations.
	






































MARIAN UNIVERSITY 
INSTITUTIONAL REVIEW BOARD
	Attachment 3: Additional Information Required for Full Review
	of Research Involving More Than Minimal Risk to Participants

Please answer the following questions for all appropriate categories involved in your research.

Risk
For research in which the possibility of injury is greater than minimal:
1. Identify and describe in detail the possible risks, including physiological, psychological, or social injury, to which participants may be exposed.

2. Explain how the importance of the knowledge gained from this research combined with the benefits of participants or society justifies the possible risks to the participants stated above.  Discuss any alternative ways of conducting this research that would present fewer risks to the participant, and explain why the method you have chosen is superior.

3. Explain fully how the rights and welfare of participants at risk will be protected (e.g., equipment closely monitored, medical exam given prior to procedures, psychological screening of participants, etc.)

Equipment
For research in which the participants will be in contact with any mechanical, electronic, 
electrical, or other equipment which might put him/her at risk of accidental harm or injury, should there be a mechanical failure in the equipment.

1. Identify and describe in detail the equipment to be utilized and the exact location.  Use manufacturer's name and serial numbers, and submit copies of manufacturer's literature on the equipment when available.

2. Identify and describe in detail how the participant will interact with the equipment.

3. Indicate the names and qualifications (with regard to the safe use of the equipment) for all individuals authorized to use the equipment.

4. Indicate in detail specific steps that will be taken to assure the proper operation and maintenance of the equipment.

Psychological or Physiological Intervention
For research in which the participants will be exposed to any psychological intervention such as deception, contrived social situations, manipulation of the participant's attitudes, opinion or self-esteem, psychotherapeutic procedures, or other psychological influences, or in which the participant(s) will be exposed to any physiological treatments or interventions upon the body by mechanical, electronic, chemical, biological or any other means.

1. Identify and describe in detail the psychological intervention (or manipulation) and the means used to administer the intervention.

2. Identify and describe in detail the behavior expected of participant(s) and the behavior of the investigator during the administration of the intervention.

3. Describe how data resulting from this procedure will be gathered and recorded.

4. Identify anticipated and possible psychological, physiological, or social consequences of this procedure for the participant(s).

5. Indicate in detail specific steps that will be taken to assure the proper operation and maintenance of the means used to administer the intervention.  For all equipment used, the questions regarding equipment above must be answered.

6. For research involving deception, explain in detail why deception is necessary to accomplish the goals of the research.  Care should be taken to distinguish cases in which disclosure would invalidate the research from cases in which disclosure would simply inconvenience the investigator.

7. For research involving psychological intervention, describe in detail the plan for debriefing participants.

8. Indicate the investigator's competence and identify her/his qualifications, by training and experience, to conduct this procedure.  Give name, title, academic affiliation and program, an address, and telephone number of the individual(s) who will supervise this procedure.

9. Describe your plan for safeguards against possible psychological distress among study participants.
















MARIAN UNIVERSITY 
INSTITUTIONAL REVIEW BOARD
Attachment 4:  Template for Informed Consent Form

Instructions to PI:  In order to qualify under review of the Marian University Institutional Review Board your informed consent form must contain all of the following elements:

I. Introduction that includes:
a. A statement that the study involves research
b. An explanation of the purpose of the research
c. An estimate of the duration of the individual’s participation
d. An explanation of the procedures to be followed
e. An identification of any procedures that are experimental
II. Disclosure of Risks and Benefits that includes:
a. A description of any foreseeable risks or discomforts to the participant
b. A description of any anticipated costs to the participants (e.g. child care, transportation etc.)	
c. A description of anticipated direct benefits to the participants or to others. If there are no direct benefits the investigator should tell participants what he or she hopes to learn from the research, how that knowledge will contribute to the field of study or may benefit others
d. A disclosure of any alternative procedures or treatments that may be advantageous to the  participant (when relevant as  in biomedical research)
III.   Explanation of Safeguards including:
a. An explanation of how the investigator will maintain confidentiality of records.
b. A full disclosure of any state-mandated reporting requirements, such as suspicion of child abuse, clear and present danger, neglect or harm to others, when warranted by the topic under 	investigation.	
c. When more than minimal risk has been identified there must be a description of emergency response/treatment available to address any injury and a statement of who has financial responsibility for payment for treatment.
d. An explicit statement that participation is voluntary, that refusal to participate involves no penalty or loss of benefits and that the individual may discontinue participation at any time without incurring negative consequences. Furthermore it must be explicitly stated that participants may choose not to answer certain questions or complete specific tasks.  
e. Full disclosure of how discontinuation will affect compensation if this is relevant. 
IV. Contact Information including:
a. Full contact information needed to receive further information about the study and rights of participants in the study.
b. Full contact information needed to obtain relief if injury should occur as a result of participation in the study.



MARIAN UNIVERSITY 
INSTITUTIONAL REVIEW BOARD
Attachment 5:  
Template for Debriefing When Research Involves Deception 

Deception is providing to the participants incomplete or misleading information regarding the study procedures, purpose or intent.  This is most often done in a designed attempt to eliminate participant response bias.  It includes any communication to participants that intentionally creates a failure to obtain fully informed consent.

Please use the guidelines below to complete a “Debriefing Report” for your study participants when research uses deception and submit this with the research application.  Write this with the study participant in mind as the target audience.

1. Title of Research Study

2. Purpose and Design of Study
Explain clearly the purpose and design of the study.  Explain why it was necessary to include deception of subjects in the design.  State clearly the hypothesis of the study.

3. 	Justify the Use of Deception
Describe clearly the deception used in the study and indicate why deception was necessary.  Explain why alternatives to deception would fail to yield the data required.  If the deception might contribute to misconceptions participants might have about their responses, provide feedback to correct those misconceptions.

4.	Summarize the Results and Findings
If the debriefing is held immediately after the subject’s participation, describe expected results and findings.  

5.	Summarize the Conclusions
If the debriefing is held immediately after the subject’s participation, describe tentative conclusion based on expected results and findings.  

_________________________________________
PI Last Name	Revised 08/2013	Page 1

