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Part I: Project Cover Sheet

	Instructions       Please type your responses directly into the grey boxes.  Be sure to save a copy of the completed application.  Completed IRB applications and accompanying materials can be placed in the IRB Drop Box folder on the J:Drive (create a folder named with your SNC login ID, e.g., smitjr, and store all of your files within it; you can also use the login ID to name individual files, e.g., smitjr_consent).  Alternatively, click here to submit your material via email, or mail printed copies to:  Institutional Review Board, c/o Raymond M. Zurawski, Ph.D., St. Norbert College, De Pere WI 54115.



	A. Basic Project Information

	Study Title:      

	Date Submitted:      

	B. Principal Investigator(s) (PI)



	Name(s):      
Program/ Unit:                                                           Institution:      
City, State, Zip:      
Phone: (   )   -       Fax: (   )   -       Email:      


	C. Principal Investigator Status



	

	 FORMCHECKBOX 
 SNC Faculty Member
	 FORMCHECKBOX 
 SNC Administrator/Staff Member

	 FORMCHECKBOX 
 SNC Student
	 FORMCHECKBOX 
 Guest or Other

	

	D. SNC Supervisor/Collaborator (to be completed if PI is a student or guest)  

	Name:      
	Phone: (   )   -    
	Email:      


	Program/Administrative unit:                                                      
(Course discipline, number, and name, if applicable:      


Part II: Project Description Checklist

	Instructions  For each item in sections A, B, and C of Part II, please check the box (labeled either “Yes” or “No”) that best describes the features of your project


	A. Participants, Selection, Recruitment, Incentives, etc.

(address items you marked ‘yes’ in Part III :B) 

	Does your research involve:


	Yes
	No

	1. Use of participants who are 0-6 years of age?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Use of participants who are 7-17 years of age?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Use of participants who are members of a vulnerable population not mentioned above and/or judged to have limited freedom of consent (e.g., prisoners, economically or educationally disadvantaged persons, those with mental or emotional disorders, pregnant women, non-English speakers, elderly, etc.)


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Use of participants with whom the researcher has another relationship (e.g., administrator-teacher, teacher-student, psychotherapist-client, supervisor-employee, nurse-patient, professional-client, parole officer-parolee)?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Access to participants through cooperating institutions? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Use of advertisements, letters, announcements, etc, to recruit participants?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Compensation of participants (e.g., incentive, payment, course credit, etc.)?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Penalties or other disadvantages for those declining to participate?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	B.  Anonymity, Privacy, Confidentiality

(address items you marked ‘yes’ in Part III:C)

	Does your research involve:


	Yes
	No

	9. Access to health care, legal, or educational records?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. Collection of potentially sensitive information about participants (e.g., family income, illegal or unethical behavior, health/medical history or practices)?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. Videotaping or audiotaping participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12. Collection of information that identifies or potentially identifies individual participants through surveys, interviews, or tests (including demographic data)?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13. Use of archival data containing identifying information or codes that could link individuals to the data?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14. Gathering or recording information in such a manner that participants can be identified, either directly or through identifiers linked to them?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	C. Risks to Participants

(address items you marked ‘yes’ in Part III:D)

	Does your research involve:


	Yes
	No

	15. Use of instructional strategies that are NOT commonly used and well accepted, or the addition of assessment procedures that are NOT routinely used in established or commonly accepted educational settings?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16. Observation of children (0-17 years of age), where the observer will participate in the activities being observed?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	17. Survey or interview procedures with children (0-17 years of age)?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	18. Inclusion of questions about topics that the participant might consider sensitive or personal (e.g., questions about ethical or religious beliefs, questions about relationships, questions about health status, health practices, or medical history, etc.).


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	19. Placing the participants at risk of criminal or civil liability or damaging the subjects' financial standing, employability, or reputation if their responses were to be disclosed outside of the research project?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	20. Deception of participants regarding the purposes of the study, procedures, or the meaning of their behavior, performance, or findings? 


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	21. Any procedures that could impose stress or expose participants to risks beyond what they encounter in everyday life?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	22. Use or presentation of materials that might be considered to be offensive, threatening, or degrading?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	23. Risk of physical injury or discomfort to participants, including physical exertion beyond normal activity?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	24. Manipulation of physiological requirements (nutrition, sleep, etc.) or of ethically sensitive psychological and social variables (sensory deprivation, isolation, stress, self-esteem)?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	25. Participants taking internally, or having applied externally, any substances, drugs, or other controlled substances?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	26. Collection and/or removal of any fluids or tissue from participants?


	 FORMCHECKBOX 

	 FORMCHECKBOX 



Part III: Project Description Narrative

	A. Purpose and Significance of the Project


	· Explain the goals and/or hypotheses of this research project, indicating how your goals relate to previous research in this area. 
     


	B. Participants in the Project


	· Identify all participant groups (e.g., teachers, elementary school students, college students, administrators, clients, patients, etc.)

· Describe, for each,  

· the basic characteristics of potential participants (e.g., anticipated number of participants, age range, gender, racial/ethnic background), 

· any special criteria for including or excluding individuals from participation, and,

· any procedures used to identify, recruit, or compensate participants.

     
· If you checked yes to items 1, 2, 3, and/or 4  in Part II, A. Participants, etc. above, please justify the inclusion of the vulnerable population(s) used in the proposed research. 
     


	C. Sources of Data, Procedures, Methodology


	· Describe the methodology, procedures, and persons responsible for gathering, storing, and data in the project. 

· Describe what each group of participants will be asked to do (including any interventions or educational programs, and all testing, observation, interviewing, or laboratory procedures). 

           


	D.  Risks to Participants and Benefits of Participation


	· Discuss any physical, psychological, social/economic, or legal risks (including, but not limited to, those listed in Part II. C. Risks to Participants for which you checked “Yes”) that might result from participation in this research and the likelihood and seriousness of these risks. 

· Explain why exposure to such risks is necessary, and describe actions that will be taken to minimize the risk(s). 

Describe any potential benefits of participation (to participants, to society, and/or to a particular field of study) and evaluate the risk-benefit ratio of participation in the project.

     
· If you checked “Yes” to “Deception of participants…” in section Part II. C. Risks to Participants explain why the deception is necessary and describe procedures for debriefing participants. 

     


	E.  Consent to Participate



	· Describe the process involved in obtaining  consent (e.g., when, where, and by whom consent will be secured, how information about the study will be communicated, etc.) and 

· Describe the procedures for ensuring that this consent is informed and voluntary (particularly if the study is characterized by use of vulnerable populations or use of deception).

     




Part IV: Attachment Checklist

(Have you attached appropriate supporting documentation?)

	A. All applications must include the following documentation 


	Check if

Attached

	1. Copies of data collection instruments (written questionnaires, interview questions, instructions to participants, observational coding sheets, data sheets, etc.)


	 FORMCHECKBOX 


	B. All applications must include appropriate consent document(s)


	Check if attached
	Check if Not Applicable

	2. A copy of the written consent form signed by adult participants and/or by their legal guardians or representatives (if participants are less than 18 years old)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. A copy of the written assent form signed by participants between the ages 7 and 17
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. A copy of the cover letter that accompanies the confidential or anonymous survey(s) used in the study, indicating that completing and returning the survey will be deemed “consent”.  (The cover letter should also include all content required of informed consent statements)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. A copy of the transcript of any oral presentation used in the place of a written consent statement, accompanied by the statement which participants or legal representatives, and an auditor-witness sign indicating their agreement to participate in the study described orally.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. A request for waiver or modification of the typical consent procedures outlined above, with appropriate rationale and justification, because typical consent procedures would adversely affect the experimental design or procurement of data.


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	C. One or more may be required.  If your study … 
	Check if Attached
	Check if Not Applicable



	7. … has a Principal Investigator (PI) who is NOT an SNC employee or student, please attach a copy of the IRB application submitted to the PI’s sponsoring institution (and the IRB’s response, if available).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. …draws participants from  a cooperating institution or institutions, please provide documentation of approval to do so from the institution(s).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. …uses advertisements, letters, or announcements, etc. to recruit participants, please attach copies of these.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. …involves access to health care, legal, or educational records, please  provide documentation of approval to access these records.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. …involves use of archival data, and these are not publicly available, please provide documentation of your authorization to access and use these data.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12. … involves use of deception, please attach a copy of the debriefing protocol or materials.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13. …involves use of audio or videotaping of participants, please attach a separate consent form to be signed by participants, identifying the recording medium and describing the disposition of recordings after completion of the project.
	 FORMCHECKBOX 

	 FORMCHECKBOX 




Part V: How Will My Proposal be Reviewed?

All proposals will be reviewed by the IRB.  However, some categories of research may, under certain circumstances,  be exempt from the need for review by the full IRB.  Please check all categories that apply to your research: My research project can be described as…
 FORMCHECKBOX 

1.
Research conducted in established or commonly accepted educational settings, involving normal education practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

NOTES: Research in this category may include minors. In order for research of this type to be considered exempt from review by the full IRB, the researcher(s) must provide a letter from the appropriate institutional official documenting that all educational interventions and assessment procedures employed in the research are part of the typical educational curriculum and that the researcher(s) have permission to access test data and records that will be used in the research project.

 FORMCHECKBOX 

2.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior. 

 FORMCHECKBOX 

3.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior wherein (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information be maintained throughout the research and thereafter. 

 FORMCHECKBOX 

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 in such a manner that subjects cannot be identified, either directly or through identifiers linked to the subjects.

NOTES: Please note that in order for research in this category to be considered exempt from review by the full IRB, all data, documents, records, or specimens to be used in the research must be in existence at the time of IRB review and must have been collected for purposes other than the proposed research. If the archival data being used is not public record, the researcher(s) must have a letter from the appropriate official giving the researcher(s) permission to use the data archive and verifying that the data released to the researcher(s) will contain no identifying information or code.

 FORMCHECKBOX 

5.
Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads which are designed to study, evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under these programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.

 FORMCHECKBOX 

6.
Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) 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 Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.










NOTE: If you checked one or more of the above AND you checked NO to all items in Part II of this application, your research may need to be reviewed only by the IRB Chair or designee. 





Research projects characterized by use of vulnerable populations (see Part II A), by threats to participants’ anonymity, confidentiality, or privacy (see Part II B), by exposure of participants to more than minimal risk  (see Part II C),  and/or research NOT falling into the categories listed above, may require review by the full IRB.





The timeframes for IRB processing of projects receiving full review, expedited review, or exempt review are described here.











