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*To fill out this form, please type in the gray text boxes and/or check off in the gray boxes by simply clicking in the area you wish to type in or check. You will not be able to type anywhere else, but can freely edit within the boxes. To uncheck a box, simply click on the X. 
PRINCIPAL INVESTIGATOR

Name
                 
Address  
        

(include Street, City, State, Zip)

Phone
     
​            
Email
     
Department
     
 FORMCHECKBOX 
 Student
 FORMCHECKBOX 
Faculty        FORMCHECKBOX 
 Staff

OTHER INVESTIGATOR(S) – only complete if additional researchers are involved in the project)
Name
                 
Address  
        

(include Street, City, State, Zip)

Phone
     
​            
Email
     
Department
     
 FORMCHECKBOX 
 Student
 FORMCHECKBOX 
Faculty        FORMCHECKBOX 
 Staff
MAJOR ADVISOR (if applicable)

Name
                 
Address  
        

(include Street, City, State, Zip)

Phone
     
​            
Email
     
Department
     
PROJECT TITLE:
     

Application date:
     
Beginning and end dates of project:       

(NOTE: The beginning date of a research project must be a date occurring after the IRB meeting has taken place. Example: If you are submitting your proposal for a January 16th IRB meeting, the beginning date of the research must be listed after January 16th. 

Funding source: Personal, grant (state source), etc:      

1. PARTICIPANTS

a. Describe the pool of participants
i. Gender (if one gender, justify your exclusion of the other)

     

ii. Age

     

iii. Race/ethnic group (if excluding specific people of color, justify their exclusion).
     

iv. Number/sample size
     

v. Physical and mental health (if a study requires that participants are to be in good health, indicate how this will be determined).
     


vi. Protected populations
1. Do the participants belong to any of the following protected populations?  Check all that apply or place NA on the line if the category doesn’t apply. 






 FORMCHECKBOX 
 Minors (17 years or younger)







 FORMCHECKBOX 
 Persons with mental disabilities







 FORMCHECKBOX 
 Persons with (check all that apply):








 FORMCHECKBOX 
Learning disabilities 








 FORMCHECKBOX 
Emotional disabilities








 FORMCHECKBOX 
Cognitive disabilities







 FORMCHECKBOX 
Aspergers Syndrome 








 FORMCHECKBOX 
Autism








 FORMCHECKBOX 
Other health impaired 






 FORMCHECKBOX 
 Prisoners







 FORMCHECKBOX 
 Pregnant women and fetuses


 FORMCHECKBOX 
 Any individual who might not be capable of making an informed decision concerning participation.  Please explain.
     


2. If the participants are from a protected population, justify the necessity of their participation.
a. Why are you using a protected population?
     

b. What prevents you from using a non-protected population?
     
c. Does the protected population in the research sample participate in “normal classroom activities” with few adaptations?
 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
No

Comment:      
d. Does the protected population in the research sample have a current Individualized Educational Plan (IEP) that specifies participation in “normal classroom activities”?

 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Unsure

Comment:      
PLEASE NOTE: If multiple categories of disabilities or more than one student with a diagnosed disability are present in the principal investigator’s classroom please respond to question 2d for each participant in the space. 

NOTE:  IRB proposals that include children or adults with a diagnosed disability such as autism, seizure disorder, etc., are required to submit the proposal to the individual college Research Advisory Committee (RAC) who in turn will submit the proposal to the Central IRB Committee. This adds an additional step to the IRB and will delay the approval process.  Plan accordingly.  The Chair of the Research Advisory Committee will assist in the submission of the IRB proposal to the Central IRB Committee and will also represent the proposal.  You do not have to appear before the Central IRB Committee. 
b. Participant recruitment
i. Affiliation of participants relates to institutions, agencies, schools, hospitals, or the general public (from where you will recruit your participants).  If recruiting from any institution other than Cardinal Stritch University, complete an Affiliation Agreement, even if you are employed at that institution.
ii. Describe how participants will be contacted and recruited. 
     

iii. If applicable, include copies of recruitment materials, such as advertisements or flyers. Are you including these types of documents?
           
  FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No 

c. Will you be using archival data (data that have already been collected)?
          


  FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No  (skip to the next question)

i. Describe the source of the data.

     

ii. If another institution approved the original IRB protocol, please give the name of that institution and include a copy of their approval letter.
     


  FORMCHECKBOX 
 Yes, I’m including an approval letter  
 FORMCHECKBOX 
 No, this does not apply to me. 
2. BRIEF DESCRIPTION OF THE PROJECT 
Please fill in requested information after each heading.  Use as much space as needed.  Do not submit a separate description/proposal.  Include one or two scholarly references where appropriate. Please make sure a description and purpose of the intervention is clearly described (if appropriate). 

a. Purpose and hypothesis: State the purpose and/or hypothesis of your study.
     

b. Data: Describe information to be gathered.  Provide definitions of unfamiliar terms with a scholarly reference if applicable.
     

c. Procedure: Describe how data will be collected and recorded (what will participants be required to do?). Be specific when working with a protected population. Provide examples of tally sheets, or any record keeping forms used for data collection.  Please label each data collection form.
     

d. Personnel: Describe personnel interacting with the participant(s).
i. Roles of the personnel.
     


ii. Qualifications of the personnel
     


e. Location: Describe the location where the participant involvement will take place.
     

f. Time: State the total amount of time required of each participant.
     

g. Deception: Will deception be involved?
          
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No  (skip to the next question)

i. Describe the deception.
     

ii. Justify the use of deception.
     

iii. How and when will participants be debriefed about the deception?
     

h. Sensitive topics: Does the study involve any sensitive topics that might adversely affect the participant’s reputation, character, or employment (e.g., sexual or illegal behaviors)?  
          
 FORMCHECKBOX 
 Yes, describe below 
 FORMCHECKBOX 
 No, skip to the next question


     
If the study involves a sensitive topic and the participant could be identified, a signed Informed Consent Form must be submitted.

If the researcher believes that information collected from a participant could have adverse effects on the participant if the researcher is compelled by a legal agency to reveal that information, a Certificate of Confidentiality should be filed (http://hhs.gov/ohrp/humansubjects/guidance/certconf.pdf 

i. Confidentiality:  Does your study use protected populations or deal with sensitive topics?
          
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No  (skip to the next question)


i. Can individual participants be identified by name, appearance, or by some other means?
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No  

ii. Is your data:
                   FORMCHECKBOX 
Anonymous
 FORMCHECKBOX 
Confidential


NOTE: Anonymous data have no identifying information that can link the participants to their data (the researcher will not know the participants’ identities), whereas confidential data means the researcher may know the participants’ identities but the participants’ data will not be shared with anyone except in aggregate or group form.


iii. Describe specific procedures to be used to ensure the anonymity or confidentiality of the individual participant’s data.
     

iv. How will the information obtained from the participants be used?  That is, what information will be accessible to others (e.g., discussed in a class, presented at a conference or submitted for publication)?
     
j. Records:  How will participants’ records be stored and safeguarded?
i. Discuss how you will handle the data during your study (e.g., where will it be stored?).
     

ii. Discuss how you will handle the data after the completion of your study (e.g., where will it be stored?).
     
NOTE: Identifiable data need to be securely stored for a period of at least three years after completion of research. Secure storage consists of locked desks, cabinets or rooms to which individuals other than the principal investigator do not have access.
k. Risks: Will the participants be subjected to physical, psychological, social, legal, or economic risks, immediate or long-range, that are greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests?
          
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No  (skip to the next question)


i. Describe these risks.
     

ii. Describe the necessity of such risks.
     

iii. Describe the alternative research methods that were or will be considered.
     

iv. Describe why alternative research may not be feasible.
     

l. Benefits

i. Describe the benefits to the participants to be gained from this research (please state if there are none).
     

ii. Describe the benefits to society as a whole to be gained from this research (please state if there are none).
     

iii. If there are risks associated with your study, describe why you believe the value of the information to be gained outweighs the risks.
     
m. Surveys and interview questions:  Will you be giving a survey or asking interview questions?
          
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No  (skip to the next question)

i. Attach a copy of any survey, questionnaire, test instrument, or interview questions to be used in your research.  Provide the web-site for on-line surveys.

ii. If a copy cannot be attached, please explain.
     
n. Summary of test or instruments used in preliminary screening of participants:  Will you be performing a preliminary screening in order to choose participants?
          
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No  (skip to the next question)

i. Describe all instruments used in screening of participants. Insert copies, not originals, of pre and post tests, and/or any validated, criterion referenced, formative assessment, used as a data collection tool.  Please state the origin of any test instrument used in the study, i.e., teacher-prepared, researcher-prepared, American Testing Service (ATS). 
     

ii.  Describe how these instruments will be used in your research.
     
o. Cooperating institutions

i. Will you be conducting research at an institution other than Stritch (e.g., a school or hospital)? 
          
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No  (skip to the next question)

1. For school-based research, attach a copy of an Affiliation Agreement on that institution’s letterhead. Is this attached?
          
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No  

ii. Will you be conducting research in cooperation or in partnership with another institution?
          

 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No  (skip to the next question)


1. Attach a copy of a Cooperative Research Agreement on that institution’s letterhead.

Note: The principal investigator is responsible for ensuring that all collaborating institutions operate under Stritch’s IRB guidelines.
3. INFORMATION GIVEN TO PARTICIPANTS

a. All potential participants must be given a written explanation of the study, including participant expectations, risks, benefits, and the participant’s right to withdraw without penalty.  Individuals must also understand that participation in research is voluntary.  This allows potential participants to make an informed decision about whether or not to participate in the research.  Depending on the type of research, one of the following three forms must be provided to the participant. An explanation of the forms are included in the Submitting an IRB Proposal to the COEL form. 
b. Please check which form you have included:
 FORMCHECKBOX 
 Participant Information Statement
 FORMCHECKBOX 
 Informed Consent Form

 FORMCHECKBOX 
 Informed Consent in Survey Research  


4. PRINCIPAL INVESTIGATOR ASSURANCE:
I have read the Stritch Standards for the Protection of Human Participants of Research, including the obligation to obtain informed consent from participants, when appropriate, and I will comply. I have  also completed and include the IRB training certificate.
Signed


Date




Principal Investigator (student, faculty, or staff)

Signed


Date




Major Advisor (if applicable)

IRB approval is for a period of 12 months.  In the event that the research is not completed within the 12 month period, the protocol must be resubmitted to the IRB.  Significant changes or additions must also be submitted.
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