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SPRING HILL COLLEGE

APPLICATION TO THE INSTITUTIONAL REVIEW BOARD

	Primary Investigator (P.I.)
	

	Faculty Advisor (if student P.I.)
	

	Program
	

	Phone Number
	

	Email Address
	

	

	Title of Project
	

	Project start date
	

	Expected end date
	

	

	Submission date
	

	The project is
	 (New
(Continuing

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

	

	Review requested (select one)
	( Exempt
( Expedited
( Full

	[See Appendix 1 of the IRB Policy and Procedures for full definitions of the review categories.]

	

	Project type
	( Non-funded (or student) research 

( Externally funded research

	Supporting agency (if any)
	

	
	

	The P.I. will receive written notification of the IRB's decision within three (3) weeks of receipt of this application

If you have questions regarding this application, please contact the chair of the IRB


____________________________________________   
_____________________
Signature of Primary Investigator                                               Date

____________________________________________         _____________________

Signature of Faculty Advisor
(if applicable) 

                Date

( Please check this box if you would like further comments or questions for consideration? 

INDICATE THE REVIEW CATEGORY FOR WHICH YOU ARE APPLYING.

(
Application for exempt review based on the following category(ies).  Check all categories that apply. See Appendix 1 for complete definition of this review category.  Submit one (1) signed copy of all application materials to the Chair of the Institutional Review Board via email (electronic signature) or campus mail.

(
Research conducted in established or commonly accepted educational settings and involving normal educational practices.

(
Research involving the use of educational tests, if information from these sources cannot be linked to the participant.

(
Research involving survey or questionnaire procedures where responses are not linked to the participant.

(
Research involving observation of public behavior where the participant's behavior is not linked to their identity.

(
Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, where these sources are publicly available and data cannot be linked to the participant.

(
Application for expedited review based on the following category(ies). Check all categories that apply.  See Appendix 1 for complete definition of this review category. .  Submit one (1) signed copy of all application materials to the Chair of the Institutional Review Board via email (electronic signature) or campus mail.



(   Collection of voice video, digital, or image recordings made for research purposes.

(
Research on group or individual behavior or characteristics or behavior (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.

(
Collection of hair and nail clippings in a non-disfiguring manner. 

(
Collection of deciduous teeth at the time of exfoliation, or of deciduous or permanent teeth if routine patient care indicates a need for extraction.

(
Collection of excreta and external secretions (including sweat), saliva, skin cells, sputum, placenta removed at delivery, and amniotic fluid at time of rupture of the membrane prior to or during labor.

(
Recording of data from adult participants (18+ years of age) using noninvasive procedures (not involving general anesthesia or sedation) routinely used in clinical practice, excluding procedures involving x-rays or microwaves.  Examples: physical sensors that are applied either to the surface of the body or at a distance; weighing or testing sensory acuity; moderate exercise, muscular strength testing.

(
Collection of blood samples by finger stick, heel stick, ear stick or venipuncture from adult participants (19+ years of age) who are in good health, not pregnant, and who weigh at least 110 pounds.

(
Collection of supra- and sub gingival dental plaque and calculus in a routine manner.

(
Study of existing data, documents, records, pathological specimens, or diagnostic specimens that have been collected or will be collected solely for non-research purposes (such as medical treatment or diagnosis).

(
Continuing review of research previously approved by the convened IRB where no new participants will be recruited.

(
Research on drugs or medical devices that are not new investigations.

(
Application for full review. See Appendix 1 for complete definition of this review category.   Submit one (1) signed copy of all application materials to the Chair of the Institutional Review Board via email (electronic signature) or campus mail.

· INSTRUCTIONS: Please type your responses.  If needed, continue each response on additional pages.  After completion submit the required number of copies to the chair of the Institutional Review Board. 

1.
Purpose and objectives of the research: Give enough background information to support the importance of the project, its expected contribution, and the hypothesis 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 are to take part in the research, attach a parent information letter.

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.  If deception is used, provide a rationale.

4.
Assessment of risk: Determine if participants are at more than minimal risk for physical, psychological, social, financial, legal, or political harm.  (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 1 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?  Attach a copy of the script for oral informed consent (Exempt Review) or the full written informed consent form (Expedited or Full Review). Please see the guidelines for informed consent to be sure you include all elements of consent (i.e., assurances of anonymity and confidentiality, voluntary nature of participation, etc.).

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.

SPRINGHILL COLLEGE 

INSTITUTIONAL REVIEW BOARD

Attachment 1: 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 why you believe the risks to the participant are so outweighed by the combined benefit to the participant or society at large and the importance of the knowledge to be gained as to warrant a decision to allow the participant to accept these risks.  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, address, and telephone number of the individual(s) who will supervise this procedure.
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