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	Institutional Review Board 
	Research Project Application
	
	Title of Research Project
     

	Principal Investigator/Project Director
     
	Department
     
	Phone Ext
     
	Email
     

	Co-Investigator/Student Investigator
     
	Department
     
	Phone Ext
     
	Email
     

	Co-Investigator/Student Investigator
     
	Department
     
	Phone Ext
     
	Email
     



	Planned Project Start Date
     
	Grant affiliation (if none, put “N/A”)
     

	Other organizations and/or agencies, if any involved in the study (if none, put “N/A”)
     

	Name of Contact
     
	Department/Position
     
	Email
     


☐  Check here if other organizations are involved and you have uploaded a “Researcher Agreement” document to 
      IRBNet, indicating the document type as “Letter”.

	REQUIRED DOCUMENTATION FOR ALL PROJECTS



Please select all boxes that apply.

I. Project Information:
A.  Human subjects from the following vulnerable populations will be involved in this study:
	☐ Minors (under age 18)			☐ Individuals with impaired decision capacity	
	☐ Elderly					☐ Economically or educationally disadvantaged
	☐ Physically disabled				☐ Non-English speakers
☐ Undocumented persons			☐ Other vulnerable population: Click here to enter text.
	☐ Pregnant females	
☐ Prisoners					☐ None of the above
	
B. Performance Sites:
	☐ Online     
☐ On Carthage Campus -- Where? Click here to enter text.
☐ Off Campus -- Where? Click here to enter text.
☐ Check here to indicate that you have secured a copy of approval from off campus sites and/or letters   
     of support.  Upload this document in IRBNet and indicate the document type as “Letter”.

C. Has this project been approved by another Institutional Review Board?   ☐ Yes	☐ No
☐ If “Yes”, check here to indicate that you have secured a copy of approval from the other IRB.  Upload this document in IRBNet and indicate the document type as “Letter”.

D. ☐ Please check if you believe this project meets a criterion for exemption.  Please note that these categories have been modified in the revised Common Rule.  Consult Table 1 at the end of this document and indicate the criterion or criteria that you believe qualifies your study for exempt status.  Describe why you believe your project is exempt.  Failure to do so will result in the termination of IRB review and your application will be returned to you.

 Click here to enter text.





E. Will participants be:	☐ Audiotaped? 
		☐ Videotaped?
		☐ Neither
Note: If you plan to audiotape or videotape participants, you must inform them on the consent form/statement.  Please also indicate how you will protect privacy and maintain confidentiality.   

D. Is there deception involved?	☐ Yes		☐ No
	☐ If you answered “Yes,” provide a copy of debriefing information (forms or scripts).  Upload this document in  
  IRBNet and label document type as “Letter” or “Other”.

In the next sections, please check each box as you include the relevant information in the narrative at the end of the section. 
	
II. 	Abstract Describing Project and Purpose
	In your narrative below, include 
 ☐ a statement of the purpose of the study.
 ☐ a description of all research methods to be used.
 ☐ the measures or observations will be taken in the study.
 ☐ a brief description and a copy of each instrument.   
 ☐ a list of all citations/references.
 ☐ Check here to indicate that you have uploaded copies of any questionnaires, tests, or other instruments to be used in IRBNet and indicate the document type as “Questionnaires/survey”.

Click here to enter text.


III. Protocol 
☐ How many participants will be recruited for your study?  Click here to enter text.
	In your narrative below, include 
☐ who the research participants will be.
☐ how old the participants will be.
☐ how the research participants will be protected if they are from a vulnerable population.
☐ how participants will be solicited or contacted.  
☐ how much time will be required of each participant. 
☐ a description of the procedures to which people will be subjected.
☐ Check here to indicate that you have uploaded recruitment materials with your submission in IRBNet and indicate the document type as “Advertisement”.  This could include a Bridge posting, email or verbal description if recruiting by verbal announcement.  

Click here to enter text.


IV.	Risks & Precautions 
Do you consider your study to be ☐ Minimal Risk or ☐ More than Minimal Risk
	In your narrative below, include 
☐ the potential risks or discomforts to participants in your protocol and how are you minimizing such risks. 
☐ the steps to be taken to ensure that each subject’s participation is voluntary. 
☐ a description of any compensation that will be offered to the subjects for their participation.
☐ COVID-19- Describe how social distancing will be maintained and proper PPE employed throughout your IRB application and informed consent form; exceptions should be noted as well. In the "Risks" section in both your IRB application and informed consent form, outline any additional COVID-19 risks your participants may encounter by participating in your research study and how those risks will be mitigated.


Click here to enter text.


V. Confidentiality of data 
In your narrative below, include 
☐ the names of personnel who will have access to the data, or with whom they will be shared.
☐ whether the data already exist or are being collected for the purpose of this study.
☐ how the data will be stored.  
☐ include a description of how electronic or paper files will be protected.

☐ whether or not you plan to include your data in an online data repository, such as “Open Science Framework”, and what sort of privacy settings you will use.
☐ whether participants’ data can be linked to them (i.e., anonymity).
☐ a description of the methods to be used to ensure the privacy and confidentiality of obtained data.
☐ plans for publication of data.
☐ plans for destruction of data.  Please note: In accordance with federal guidelines, Carthage College requires that data be stored for at least 3 years after the completion of the project.


Click here to enter text.


VI.	Informed Consent

Will all participants be able to give informed consent?  ☐ Yes     ☐ No

☐ Describe the consent process.  How will consent be obtained?
 Click here to enter text.

Upload to IRBNet a copy of all consent documents to be signed by the participants and/or any statements to be read to or by the participant and indicate the document type as “Consent Form”. Check the appropriate box below to note what kind of consent document you are uploading. Please use the appropriate Consent Template found in IRBNet and on the Carthage IRB website.
	☐ Consent Form attached (non-exempt projects)
☐ Consent Statement attached (exempt projects)

Are there minors involved in this study who can provide written assent?      ☐ Yes	☐ No
☐ If “yes”, upload a copy of the Assent Form in IRBNet and indicate the document type as “Child Assent”.
	Please use the appropriate Assent Form Template found in IRBNet and on the Carthage IRB website.




RESPONSIBILITIES OF THE PRINCIPAL INVESTIGATOR:
Please check to acknowledge acceptance of the following policies:
☐ As one engaged in investigation utilizing human participants, I acknowledge the rights and welfare of the human participants involved.
☐ I acknowledge my responsibility as a researcher to secure the informed consent of the participant by explaining the procedures, in so far as possible, and by describing the risks as weighed against the potential benefits of the investigation.
☐ The principal investigator is responsible for retaining informed consent documents for a period of at least three years after the project. 
☐ Any additions or changes in procedures in the protocol will be submitted to the IRB for written approval prior to these changes being implemented (except in case of immediate hazards to the subject).
☐ Any problems connected with the use of human subjects once the project has begun must be communicated to the IRB Chair.
☐ If the IRB requires modifications in the project prior to approval, the IRB will notify the PI who can then make changes and resubmit the application for final approval.
☐ In IRBNet, “share” your proposal with faculty collaborators and the appropriate department chair or representative for their electronic signature.  Applications will not be reviewed until all signatures have been received.
☐ Faculty investigators have linked their CITI training to their IRBNet profile. 
☐ Student investigator’s certificates of CITI training are uploaded with this Project in IRBNet. 

	TABLE 1: CRITERIA FOR EXEMPT PROJECTS



	(Check here)
	Exempt Category
	Subcriteria
	Abbreviated Description*

	☐
	1
	--
	Educational practices

	☐
	2
	i
	Tests, surveys, or observation of public behavior, no identifiers

	☐
	2
	ii
	Tests, surveys, or observation of public behavior, no risk

	☐
	2
	iii
	Tests, surveys, or observation of public behavior, identifiers with limited IRB review (provisions for confidentiality/privacy)

	☐
	3
	i(A)
	Benign behavioral interventions, no identifiers

	☐
	3
	i(B)
	Benign behavioral interventions, no risk

	☐
	3
	i(C)
	Benign behavioral interventions with limited IRB review (provisions for confidentiality/privacy)

	☐
	4
	i
	Secondary research, publicly available information with identifiers

	☐
	4
	ii
	Secondary research with information recoded with no identifiers

	☐
	4
	iii
	Secondary research with identifiable health information

	☐
	4
	iv
	Secondary research for a federal agency

	☐
	5
	--
	Public benefit research and demonstration projects

	☐
	6
	--
	Taste and food quality studies



* See complete description of Exempt criteria on the Carthage IRB website or at https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=b19da247520d4163d09a2ca47ab0032f&mc=true&n=pt45.1.46&r=PART&ty=HTML#se45.1.46_1104
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