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INSTITUTIONAL REVIEW BOARD

PROJECT APPLICATION
1. Title of Proposed Project:       FORMTEXT 

2. Principal Investigator  

Name:      

Department:     

Phone #:     
Email address:     


Campus Address:     

Status (faculty, staff, student):      
3. Name of Associate Investigator(s):     

     
4. Thesis/Dissertation or Faculty Advisor:     
5. Dates of Proposed Project Period: (From)     

 FORMTEXT 
      (To)      

 FORMTEXT 
     
6. Amount of Funding and Source Thereof:     
7. “I/We agree to conform with all policies of the University of Detroit Mercy Institutional Review Board; to make no change affecting the rights of human subject volunteers without prior approval of the Board; when requested to do so, report to the Board on the progress of the research.





Signature 




Date
Principal
Investigator

_____________________________________________       _________
Associate

Investigator(s):
_____________________________________________       _________



_____________________________________________       _________

Thesis/Dissertation

or Faculty Advisor:
_____________________________________________       _________
1. Objectives of Proposed Project:     
     
2. Brief Description of Research Plan (written for a general audience):     
     
3. Listing of number of volunteers involved and the type of volunteer (inclusion and exclusion criteria, etc.), and describe how the volunteers were or will be recruited:     
     
4. Will you include minors, neonates, prisoners, educationally or economically disadvantaged persons or other vulnerable groups?      
5. Are you using advertisements, flyers, email messages, or other materials to recruit subjects?  If so, please attach.      
6. Please list all sites at which research will be taking place.      
If research will be taking place at sites outside of Detroit Mercy, please attach a letter of collaboration from each site or the parent institution (for example, in the case of a health care system).

7. Listing of potential benefits which might accrue to the volunteers, or to others, as a result

of their participation in the project:     
     
8. Listing of foreseeable risks to the volunteers which might occur as a result of the volunteers

participation in the project:     
     
9. Describe how the confidentiality of the volunteers will be protected:     
     
10. Do you expect your project to qualify for Exemption #1 (research in established or commonly accepted educational settings)?       
If yes, explain how you will ensure that your project will not adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction.      
11. Do you expect your project to qualify for Exemption #2 (educational tests, surveys, interviews, observations of public behavior)?       
If yes, how can you ensure that information obtained is not identifiable or disclosure outside of the research would not put subjects at risk of harm (if not, the project will undergo Limited IRB Review)?      
12. Do you expect your project to qualify for Exemption #3 (Benign Behavioral Intervention)?       
If yes, explain how the intervention meets the criteria of brief in duration, harmless, painless, not physically invasive, not likely to have a significant lasting adverse effects on the subjects, and not likely to be offensive or embarrassing to subjects.      
13. Do you expect to qualify for Exemption #4 (secondary research for use of identifiable private information or identifiable biospecimens in which consent is not required)?        
If yes, please answer the following questions:

a. How long will the records or specimens be kept and where?      
b. Will the information be shared or transferred to a third part or otherwise disclosed or released? 
c. Is your use regulated under HIPPA? 
d. Is the information publicly available? 
e. Is the information recorded by the investigator in such a manner that the identity of the human subjects cannot be readily ascertained directly or through identifiers linked to the subjects? 
f. Will you contact the subjects or re-identify the subjects? 
14. Listing of all invasive procedures to be performed on the volunteer:     
     
15. Listing of all medications, or chemical materials, and all appliances and devices, which

will be in direct contact with the volunteer in the course of this study:     
     
16. List all physical and/or medical tests to be performed on the volunteer.     
     
17. List all questionnaires to be answered as a part of this research (attach a copy of each):     
     
18. Describe how volunteers will be informed of possible benefits and/or risks (attach copy of Informed Consent Form):     
     
19. Is a full copy (not merely a tentative draft) of the Informed Consent Form (including a signature page) or Research Information Sheet included here? If not, indicate why:     
     
20. If you are seeking a waiver of documentation of informed consent, please describe how your project qualifies for the following criteria:  1) The research is no more than minimal risk of harm to subjects, 2) The research could not practicably be carried out without the waiver, 3) Research participants belong to distinct cultural groups or communities in which signing forms is not the norm, and 4) There is an appropriate alternative mechanism for documenting that informed consent was obtained.       
21. Other information investigator deems appropriate (e.g. description of monetary or other incentives planned. When volunteers are paid for their participation, the payment should accrue as the study progresses and not be contingent upon completion of the study).     
     
22. Please attach CITI certificates for the Principal Investigator and all students.  If your project is federally funded, be aware that all key personnel must submit evidence of training to the agency.
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