Dear Principal Investigator,
We acknowledge your interest to conduct research involving Fisk University.
Fisk University seeks to ensure that activities related to human subject research will be guided by the ethical principles set forth in the Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects.   
In accordance with Federal Government Regulations, Fisk University has established an Institutional Review Board (IRB) to ensure the protection of human subjects in research projects.  All researchers, including unaffiliated with the university, intending to work with human subjects must apply to the IRB, prior to the start of research activities.  Human subject research includes any study involving human subjects, including survey questionnaires.  All human subject studies are subject to IRB review regardless of the purpose, extent, context, or source of funding for the study.  Researchers from other institutions requesting to conduct studies on students, faculty or staff at Fisk University must apply to the Fisk University IRB Committee, in accordance with Protection of Human Subjects (45 CFR 46, Part 46.114) in addition to an IRB review completed at the home institution.
Human Subject (Participant) Researchers from other institutions are considered Unaffiliated Investigators (individuals who are not Fisk University students, faculty, or staff) and must submit an application with specific documents for IRB review (See Attachment- IRB Submission Checklist) prior to conducting any research activity or subject recruitment at Fisk University.  All research is subject to IRB review and approval, including that conducted by students and professors in the classroom involving (1) Questionnaires or inventories administered by the professor or another researcher; (2) Observational research of behavior in a laboratory or field setting; and (3) Experimental research that requires manipulation of subjects. 
IRB approval from the Unaffiliated Investigator’s institution does not substitute for review by Fisk University’s IRB Committee and does not influence the independent review.  The documents and information on the Institutional Review Board (IRB) Submission Checklist must be provided with the Unaffiliated Investigators Agreement for IRB review.  Please review the included documents below before starting the application.
For additional assistance please contact the Office of Sponsored Programs.

Sincerely,

Leslie Collins, Chair
Institutional Review Board
lecollins@fisk.edu 

Fisk University seeks to ensure that activities related to human subject research will be guided by the ethical principles set forth in the Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects.   
[footnoteRef:1]SECTION A – Title of proposed study [1:  Note to researchers: To avoid delay in the IRB approval process, please complete each item on this application and ensure necessary supporting documents are provided. Incomplete applications may be returned to you and will delay the IRB review process. For each question on this application, please provide a response in the text boxes and/or check the applicable boxes by clicking on the boxes or pressing the spacebar.
] 

	Click here to enter text.




Section B – Funding Information 
If research funding is secured[footnoteRef:2] for this study, the following information is required:  [2:  If research funding is required but not yet secured, please provide available and relevant information on intentions to secure funding
] 

B1: If research is funded, please provide a copy of award letter and state proposal number 
Click here to enter text.

B2: Grant award number
Click here to enter text.

B3: Grant application title 
Click here to enter text.

B4: Funding source and amount 

B5: Please indicate current status of funding/grant application
Click here to enter text.

B6: If this application requires Full Board review, please include a copy of grant proposal with this application as well as a cover letter that gives a broad overview of the contents of this IRB application
☐ Copy of grant proposal provided	                              ☐ Cover letter provided
SECTION C –Study Personnel
C1. Study Lead (SL)
	Name:
	Click here to enter text.	

	Telephone:
	Click here to enter text.

	Department:
	Click here to enter text.

	Campus Email:
	Click here to enter text.

	Campus Address: (campus, building, room)
	Click here to enter text.



C2. SL institutional role/title/position
	☐ Assistant Professor					☐ Undergraduate Student
☐ Associate Professor					☐ Graduate Student (Masters/Doctoral)
☐ Professor				☐ Other: Click here to enter text.



C3. If SL is an undergraduate or postgraduate student, please provide Faculty Advisor[footnoteRef:3] details: [3:  Please note, Faculty Advisor is asked to write  a letter of  approval/endorsement and sign off on this IRB application] 

	Name:
	Click here to enter text.	

	Telephone:
	Click here to enter text.

	Department:
	Click here to enter text.

	Campus Email:
	Click here to enter text.

	Campus Address: (campus, building, room)
	Click here to enter text.





C4. As applicable, please indicate additional research personnel and roles[footnoteRef:4]: [4:  Any individual involved with any part of this research process will need to be specifically identified on this application and provide CITI certification; as necessary, please use additional boxes to list additional researchers involved in this project; for each researcher involved, please state full name, study role, university position, and institutional email address 
] 

        Note: Example research roles include Co-Researcher, Research Assistant, Transcriber, etc.                                                                            

	Name:
	
Click here to enter text.	Study role:
	
Click here to enter text.
	Title/position:
	Click here to enter text.	Campus email:
	Click here to enter text.


	Name:
	Click here to enter text.	Study Role:
	Click here to enter text.
	Title/Position:
	Click here to enter text.	Campus Email:
	Click here to enter text.


	Name:
	Click here to enter text.	Study Role:
	Click here to enter text.
	Title/Position:
	Click here to enter text.	Campus Email:
	Click here to enter text.


	Name:
	Click here to enter text.	Study Role:
	Click here to enter text.
	Title/Position:
	Click here to enter text.	Campus Email:
	Click here to enter text.	



	Name:
	Click here to enter text.	Study Role:
	Click here to enter text.
	Title/Position:
	Click here to enter text.	Campus Email:
	Click here to enter text.	



	Name:
	Click here to enter text.	Study Role:
	Click here to enter text.
	Title/Position:
	Click here to enter text.	Campus Email:
	Click here to enter text.	


SECTION D – Review type
D1. Will the study involve deception or incomplete disclosure to human subjects? 
	☐ Yes	                              ☐ No
D2. Please indicate level of risk involved in the proposed research.  
☐ Low/Minimal Risk [footnoteRef:5]                ☐ Greater Than Minimal Risk [footnoteRef:6] [5:  Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests]  [6:  Studies involving more than minimal risk require Full Board Review] 

D3. What is the considered level of review for this research: Exempt, Expedited, or Full?
To help decide which level of review applies to this research, click here
☐ Exempt: View exempt research determination FAQs  or decision tree here.  
☐ Expedited: View the list of  
	Category #
	Click here to enter text.	



☐ Full Board Review  
Full board review is reserved for research that is considered greater than minimal risk and/or does not fall within one of the exempt or expedited categories
Note: The full board meets on a monthly basis, in both Fall and Spring semesters. To enable full board review of your proposed protocol, please submit the complete application, along with cover letter that gives an overview of the application package, and a copy of the grant proposal (if funded). 
☐ Cover letter provided                              ☐ Grant proposal provided


SECTION E – Financial conflicts of interest
Each individual responsible for conducting human subjects research and involved with this IRB application is required to disclose any outside affiliations. 

	Researcher name:
	Click here to enter text.	Affiliation role/title:
	Click here to enter text.
	
Organizational name and address of outside affiliation:
	Click here to enter text.	Nature of affiliation (eg outside employment, board position, shareholder):
	Click here to enter text.
	Researcher name:
	Click here to enter text.	Affiliation role/title:
	Click here to enter text.
	Organizational name and address of outside affiliation:
	Click here to enter text.	Nature of affiliation (eg outside employment, board position, shareholder):
	Click here to enter text.
	Researcher name:
	Click here to enter text.	Affiliation role/title:
	Click here to enter text.
	Organizational name and address of outside affiliation:
	Click here to enter text.	Nature of affiliation (eg outside employment, board position, shareholder):
	Click here to enter text.
	Researcher name:
	Click here to enter text.	Affiliation role/title:
	Click here to enter text.
	Organizational name and address of outside affiliation:
	Click here to enter text.	Nature of affiliation (eg outside employment, board position, shareholder):
	Click here to enter text.



SECTION F – Proposed project overview
F1. Provide a one paragraph summary of the intended research design. 
	Click here to enter text.	







F2. State the research question(s) and/or hypotheses
	Click here to enter text.	





	Click here to enter text.



F3. Provide a one paragraph statement on the significance of the study
	Click here to enter text.





SECTION G – Sampling and Recruitment[footnoteRef:7] [7:  If multiple studies are being proposed, please state sampling and recruitment details for each study] 

G1. Please describe intended recruitment methods
Please explain how, when, and where recruitment will take place for each target population 
Please provide recruitment scripts and/or professor permission script as appropriate
	Click here to enter text.	






	Click here to enter text.	




	G2: Describe the intended target population and please be specific [footnoteRef:8] [8:  Targeted populations may be described in terms of location and role (e.g. Fisk undergraduate students), or in terms of behavior (e.g. users of a particular product or website), or other specifics (e.g. those diagnosed with a certain condition)] 


	Click here to enter text.	




	G3. Please describe the age range of intended sample and justify any limits [footnoteRef:9] [9:  Note: if intended sample is limited by age, please include justification; if not and adults only involved, suggest to state age as 18+ years] 


	Click here to enter text.	




	G4. Please state intended sample size 

	Click here to enter text.	



	G5. Please describe where recruitment will take place [footnoteRef:10] [10:  For example, recruitment context might be online, or in the community, classrooms, businesses, a specific event, or a specific geographic location etc.] 


	Click here to enter text.	






	G6. Other than Fisk University, will recruitment and/or data collection take place in a public institution, private agency, and/or place business?[footnoteRef:11] [11:  General recruitment on-campus at Fisk from does not require a Letter of Permission however, if access is required via a specific department or division, then a Letter of Permission is required from that specific department/division.] 

If so, a letter of support from each site is required


	☐ No 
☐ Yes       

If yes, please describe the recruitment site(s):

	Click here to enter text.	



	G7. Will a public institution, private agency or place of business facilitate your research in any way? 
If so, a letter of support from each site is required


	☐ No 
☐ Yes      

If yes, please explain how each organization involved will facilitate this research[footnoteRef:12] [12:   For example, an organization may be willing to assist with identification of subjects for recruitment purposes, and/or assist in the proposed recruitment procedures, and/or assist with data collection] 


	Click here to enter text.


	G8. State which members of the research team will be directly involved in the recruitment process[footnoteRef:13] [13:  Please note, any individual involved with recruitment must be specifically identified on this application as part of the study team] 


	Click here to enter text.



 

G9. Does this proposed research involve using de-identified datasets?
☐ Yes (If yes, please go to Section H)    
 ☐ No 	
G10. For each of the sample populations below, please indicate which populations are being specifically targeted in this proposed research [footnoteRef:14] 						         [14:  Check the Yes box for any population that will be specifically targeted in this proposed research] 

☐ Yes     ☐ No	Individuals who cannot read/speak English					
☐ Yes     ☐ No	 Individuals living outside of the U.S.				 		
☐ Yes     ☐ No 	Students of the PI or study staff [footnoteRef:15]  [15:  If students of the PI and/or study personnel are targeted for this proposed study, please address that point in questions in G2, G7, and H3
] 

☐ Yes     ☐ No 	Students to be recruited in their educational setting, in class, and/or at school 
☐ Yes     ☐ No	Fisk University staff or faculty
☐ Yes     ☐ No 	Minors/Children
☐ Yes     ☐ No 	Prisoners
☐ Yes     ☐ No 	Diagnosable Psychological Disorder
☐ Yes     ☐ No 	Institutionalized
☐ Yes     ☐ No 	Poor/uninsured
☐ Yes     ☐ No 	Pregnant Women and/or Fetuses
☐ Yes     ☐ No 	Nursing home residents recruited in the nursing home
☐ Yes     ☐ No 	Cognitively Impaired
☐ Yes     ☐ No 	Psychiatrically Impaired
☐ Yes     ☐ No 	Limited or Non-Readers
☐ Yes     ☐ No 	Wards of the State and/or foster children
☐ Yes     ☐ No 	Terminally Ill
☐ Other (Please specify) Click here to enter text.	
☐ Others Vulnerable to Coercion (Please specify) Click here to enter text.

SECTION H– Informed consent/assent
	H1. Please describe how, when, where consent/assent will be obtained 
Note: 
· Consent is obtained from adults (18+)
· Assent is obtained from children (under 18). Parental consent must be obtained for minor participation as well as minor assent
· If using audio/visual recordings, separate release form are recommended

Please use the templates available at [insert Fisk web address for IRB] to provide an Informed Consent package that is customized for this proposed research project

Here are some helpful hints and guidance regarding informed consent.


	Click here to enter text.



	H2. Please state which research team members will be responsible for obtaining subject consent / assent [footnoteRef:16] [16:  Note: each individual involved with any part of this research process will need to be specifically identified on this application] 


	Click here to enter text.

	H3. Please describe procedures in place to reduce coercion [footnoteRef:17] [17:  if extra credit is being offered to potential student subjects, please describe what non-research equivalent alternatives are available to non-consenting subjects; if a survey is being done during class, suggest request instructors to exit the classroom during survey completion; if students of the study team are involved, please acknowledge and address how coercion will be minimized] 


	Click here to enter text.



	H4. Please indicate whether or not this proposed research involves subjects who do not speak English? 

	☐ No (Go to H5)
☐ Yes 
If yes, please describe the process for obtaining consent from non-English speaking subjects[footnoteRef:18] [18:  Please ensure that all study documents are provided in translated form in order to accommodate non-English speaking subjects] 


	Click here to enter text.


	H5. Please indicate whether or not a Waiver of Consent is being requested and if so, please provide justification[footnoteRef:19]  [19:  Studies where a Waiver of Consent is reasonable include retrospective chart reviews in which there is no greater than minimal risk and in which no Protected Health Information (PHI) will be collected for the research. Please see 45 CFR 46.116(d) for further information] 


	Click here to enter text.


	H6. Please indicate whether or not a Waiver of Documentation of Consent is being requested and if so, please provide justification[footnoteRef:20] [20:  Studies where a Waiver of Documentation of Consent is reasonable include an online survey or telephone interview where a subject cannot provide written consent. Please see 45 CFR 46.117 (c) for further information ] 


	Click here to enter text.






SECTION I – Deception and/or incomplete disclosure
	I1. Please indicate whether or not this research involves any form of deception and/or incomplete disclosure of information 


	☐ No (Go to Section J)
☐ Yes (Please provide justification in I2 and debriefing process and I3)

	I2. If this research involves deception and/or incomplete disclosure, please provide justification


	Click here to enter text.

	I3. If this research involves deception and/or incomplete disclosure, please explain the debriefing process, or explain why there will not be a debriefing process

	Click here to enter text.







SECTION J – Research design and data collection
	J1. Please describe how, when, where data collection will take place for this proposed research and please include details such as time commitment involved for consenting subjects


	Click here to enter text.







	J2: Please indicate whether or not your research involves internet research and/or an online survey

	☐ No     ☐ Yes 
If yes, please provide Qualtrics survey link:  
Click here to enter text.

	

	J3. Please indicate whether or not your research involves a hard-copy survey
☐ No     ☐ Yes (If yes, please provide a copy of intended survey)  

	
J3. Please indicate whether or not your research involves interviews and/or focus groups
☐ No     ☐ Yes (If yes, please provide a copy of intended questions)       

	J2. Please state which specific members of the research team will be involved in collecting data


	Click here to enter text.
	J3. Please provide specific details on intended data analysis


	Click here to enter text.	
	

	J4. Please provide details on how the data will be reported


	J5. IRB approval will be initially granted for one year period: please indicate Intended data collection period

	From Click here to enter text. To Click here to enter text.





	J6. Please indicate whether or not each of the different types of data apply to this proposed research[footnoteRef:21] [21:  Note: please check Yes/No for each option] 


	☐ Yes     ☐ No     Existing datasets 
☐ Yes     ☐ No     Written materials
☐ Yes     ☐ No     Written Materials
☐ Yes     ☐ No     Internet research
☐ Yes     ☐ No     Observations
☐ Yes     ☐ No     Audiotaping[footnoteRef:22]  [22:  Note: audio recordings are identifiable data ] 

☐ Yes     ☐ No     Videotaping[footnoteRef:23]  [23:  Note: visual recordings are identifiable data] 

☐ Yes     ☐ No     Photography[footnoteRef:24] [24:  Note: photographs are identifiable data] 

☐ Yes     ☐ No     Review of academic records
☐ Yes     ☐ No     Review of medical records
☐ Yes     ☐ No     Physical exercise
☐ Yes     ☐ No     Use of physiological sensors[footnoteRef:25]  [25: Examples of physiological measures include heart rate, skin conductance, and blood pressure] 

☐ Yes     ☐ No     Exposure to psychological stress 
☐ Yes     ☐ No      Questions that might result in identifying criminal activities
☐ Yes     ☐ No      Questions that might result in identifying child/elder abuse                        
☐ Yes     ☐ No      Collection of blood or biological specimens 
☐ Yes     ☐ No      Genetic Material
☐ Yes     ☐ No      Diagnostic testing such as MRI, X-Rays, etc.
☐ Yes     ☐ No      Surgery
☐ Yes     ☐ No      Electrical shock
☐ Yes     ☐ No      FDA for “off label” use
☐ Yes     ☐ No      Chemical or biological agent (clinical)
☐ Yes     ☐ No      Investigational New Device (clinical)
☐ Yes     ☐ No      Investigational Drug Exemption (clinical)
☐ Yes     ☐ No      Other procedure (please specify)
Click here to enter text.



SECTION K – Anonymity and confidentiality[footnoteRef:26] [26:  Please note, a study can either be anonymous or confidential, not both] 

	
K1. Please indicate if participation/data in this research is anonymous [footnoteRef:27] [27:  Anonymity means the identity of the subjects is not known to the researcher(s), nor can they be identified by anyone else. Anonymous data does not include direct identifiers nor indirect identifiers that can be linked to the individual subjects.] 


	☐ No (Go to K3)
☐ Yes     

	
K2. Please provide explanation on how participant and/or data is anonymous

	Click here to enter text.
	
K3. Please indicate if participation in this study and/or data from this study is confidential [footnoteRef:28]  [28:  Confidentiality means the researcher(s) will keep the identity of individual subjects private by using indirect identifiers to identify them in reporting and/or presentation/publication of the research] 


	☐ No (Go to Section L) 
☐ Yes   

	
K4. Please provide explanation on how confidentiality will be maintained [footnoteRef:29] [29:  Direct identifiers include name, email address, telephone number, student ID number, social security number, etc.; Indirect identifiers include any number/name that could be used by the investigator or the source providing the data to identify the subject (e.g. code number or participant number, pseudonym, pathology tracking number, medical record number, etc.).] 


	Click here to enter text.


	
K5. If information is neither anonymous nor confidential, please justify and explain how participants will be informed [footnoteRef:30]  [30:  Non-Anonymous or Identifiable Data means the identity of the subjects is known to the researcher(s), the data is identifiable, and/or the identity of subjects can be determined or linked to the data. Please note, there is always potential for subjects to be identified when direct identifiers or indirect identifiers are used, and/or signed consent forms are used.] 


	Click here to enter text.




SECTION L – Risks to research subjects[footnoteRef:31] [31:  Research risk is the probability of harm occurring as a result of participation in research] 

	L1. Please describe any anticipated risks that may potentially be involved with this research
Please address potential physical, psychological, social, economic, and legal risks that subjects may reasonably encounter


	Click here to enter text.
	L2. Estimate the frequency, likelihood, and magnitude of each anticipated risks [footnoteRef:32] [32:  Please cite relevant literature as applicable] 


	Click here to enter text.
	L3. Please describe how will the data be safeguarded throughout the research process [footnoteRef:33] [33:  Data can be safeguarded by being stored in a de-identified manner, by assigning pseudonyms and codes, etc. ] 


	Click here to enter text.
	
L4. Please state campus, building, and room number of intended data storage

	Click here to enter text.
	
L5. Please state intended data storage timeline and intended disposal strategy [footnoteRef:34] [34:  Note: data storage refers to raw data, recordings, and consent forms] 


	Click here to enter text.
	
L6. Please describe procedures in place should any participant get hurt or upset [footnoteRef:35] [35:  Suggest emphasis on voluntary participation and option for subjects to withdraw/terminate participation at any time without question or comment] 


	Click here to enter text.




SECTION M – Subject Incentives and/or compensations
	M1. Please indicate whether or not this study involves incentives or compensation to subjects 

	☐ No (Go to Section O)
☐ Yes

	M2. Please indicate the nature of the incentive and/or compensation to subjects

	☐ Extra Credit (Go to M3)
☐ Non-Cash Item(s) (Go M5)
☐ Gift Card(s) (Go to M4)
☐ Check(s) (Go to M4)

	M3. If offering extra credit, please describe what equivalent non-research alternatives are available to students who decline to participate 

	Click here to enter text.
	M4. If offering gift cards or checks, please explain the amount, the number being provided, and how, when the incentive will be provided to subjects

	Click here to enter text.
	M5. If providing non-cash items, please explain how much these items cost, the number being provided, and how / when it will be provided to subjects [footnoteRef:36]  [36:   For example, mugs, t-shirts, books] 


	Click here to enter text.
	M6. If you are providing something other than the above mentioned incentives/compensation, please explain the nature of payment/incentive  [footnoteRef:37] [37:  Please state type of incentive, amount per subject, and when the incentive will be provided to subjects, and how many subjects are being provided this incentive] 


	Click here to enter text.
	M7. Please explain what funds are being used for the purchase of compensation to subjects 

	Click here to enter text.
	M8. If providing an incentive/compensation, please indicate if participants will be U.S. Citizens or Legal Permanent Residents [footnoteRef:38] [38:  If being a US citizen or legal Permanent Resident is required, please state in Section G and ensure to include that detail in the recruitment and informed consent documents] 


	☐ Yes     ☐ No





SECTION N – Direct benefits with participation[footnoteRef:39]  [39:  Note, this section is not intended for detail on financial compensation or extra credit, because Section M requires that detail 
] 

Click here to enter text.
SECTION O – Collaboration research
Click here to enter text.
SECTION P – Additional information

Click here to enter text.




SECTION Q – Human Subjects (CITI) Training(s)	
	Q1. Please confirm that each member of the research team has completed the CITI Basic Course and provide a copy of relevant certification 

	☐ Yes    ☐ No


	Q2. Please confirm that all members of the research team have completed the CITI Refresher Course where applicable and provide a copy of relevant certification

	☐ Yes    ☐ No


	Q3. Please indicate the relevant CITI supplemental modules completed in preparation for undertaking this proposed research 

	☐ Yes    ☐ No 	Research in public elementary and secondary schools
☐ Yes    ☐ No 	Research with children
☐ Yes    ☐ No 	Internet-based research
☐ Yes    ☐ No 	International research
☐ Yes    ☐ No 	Research and HIPAA privacy protections
☐ Yes    ☐ No 	Research with prisoners
☐ Yes    ☐ No 	Vulnerable subjects – Research Involving workers/employees
☐ Yes    ☐ No 	Vulnerable subjects: Research Involving Pregnant Women, human fetuses, and neonates        
☐ Yes    ☐ No 	FDA-Regulated Research
☐ Yes    ☐ No 	Genetic Research in Human Populations





SECTION R – Complete application checklist
Please use the following checklist to indicate the application is complete
☐ Yes     ☐ No     ☐ N/A		Outside Affiliations Disclosure certification 
☐ Yes     ☐ No     ☐ N/A		Recruitment materials
☐ Yes     ☐ No     ☐ N/A		Translated Recruitment materials 
☐ Yes     ☐ No     ☐ N/A		Permission letter(s) from institution, agency and/or organizations     
☐ Yes     ☐ No     ☐ N/A		Support letter(s) from institution, agency and/or private organizations	
☐ Yes     ☐ No     ☐ N/A		Faculty Advisor Endorsement letter (FOR STUDENTS ONLY)
☐ Yes     ☐ No     ☐ N/A		Informed consent Form(s) 
☐ Yes     ☐ No     ☐ N/A		Audio release form
☐ Yes     ☐ No     ☐ N/A		Video/photograph release form
☐ Yes     ☐ No     ☐ N/A		Link for online surveys 
☐ Yes     ☐ No     ☐ N/A		Child assent form(s) and parental consent form(s)
☐ Yes     ☐ No     ☐ N/A		Translated consent/assent form(s) 
☐ Yes     ☐ No     ☐ N/A		Copies of scales, questionnaires/surveys
☐ Yes     ☐ No     ☐ N/A 	Interview protocol and/or list of interview/focus group questions 
☐ Yes     ☐ No     ☐ N/A		Translated data collection materials 
☐ Yes     ☐ No     ☐ N/A		Debriefing document 
☐ Yes     ☐ No     ☐ N/A		IRB approval Letter from institution of collaborating investigator
☐ Yes     ☐ No     ☐ N/A		Confidentiality agreement for transcription services
☐ Yes     ☐ No     ☐ N/A		Copy of CITI Basic Course completion report
☐ Yes     ☐ No     ☐ N/A		Copy of CITI Refresher Course completion report
☐ Yes     ☐ No     ☐ N/A		Copy of completed CITI Supplemental/Elective Modules


	[image: ]
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INFORMED CONSENT TEMPLATE
INSTRUCTIONS: Delete this section before sending to the IRB office with your application. 
The language should be modified as appropriate for your study. Provide relevant information in the sections below, replacing italicized directions/guidance (anything in this font color) with information specific to your study, and deleting sections that do not apply to your research.

I am/we are asking you to participate in a research study titled “TITLE”. I/We will describe this study to you and answer any of your questions.  This study is being led by Name of PI, Department at Fisk University. The Faculty Advisor for this study is (if PI is a student) Name, Department at Fisk University.
	
What the study is about
The purpose of this research is to….
Provide a clear, concise explanation in lay language of the purposes of the research, including prominent use of the term "research." (Note: the IRB can waive this element if the study requires deception. In such cases, a debriefing statement should also be used to inform participants at an appropriate time after their involvement in the study.)

What we will ask you to do
I/We will ask you to…
Explain in simple, non-scientific language what will happen to the participant or what s/he will be asked to do in the study. Describe the participant time commitment for each component. All procedures listed in the IRB application and funding proposal should be described, and any experimental procedures (interventions, manipulations, treatments) specifically noted.

Risks and discomforts
In simple, non-scientific language, describe any reasonably foreseeable risks or discomforts: 
· Legal risks (e.g., possibility of discovering activities that may require reporting to authorities, possibility of being arrested)
· Physical risks (e.g., nausea, muscle aches, rashes, infection, discomfort)
· Social or economic risks (e.g., loss of confidentiality; effect on financial standing, employability, or insurability)
· Emotional risks (e.g., feelings of sadness or anxiety)

If there are no known risks, state: I/We do not anticipate any risks from participating in this research.

Benefits 
Describe any probable benefits of participation. Be sure to distinguish between a likely direct benefit (e.g., from therapeutic or intervention research) and a possible indirect benefit (e.g., reflecting on an experience may lead to a better understanding of oneself). If there are no direct benefits, indicate that there are none.

Describe the expected benefits to society or scientific knowledge: e.g., “…information from this study may benefit other people now or in the future…” or “…we hope to learn more about _______ …”

Note: Compensation, financial incentives, learning about how experiments are conducted, receiving a gift, or earning extra credit for being a research participant are not “benefits” and should not be listed here.

Compensation for participation 
Indicate whether the participant will receive compensation or extra credit for being in the study. If participants will not receive any compensation, state this.  If students will receive course credit for participation, ways of earning credit without participating in the research should be mentioned here. 

Audio/Video Recording
If audio and/or video recording devices will be used, explain why these are needed and what will be done with them upon completion of the research (kept indefinitely, archived after transcription, destroyed after X years). 

ONLY IF USING A SIGNED CONSENT, provide a separate signature line for the participant to be audio/video recorded, if the recording is optional for participation. For example:
Please sign below if you are willing to have this interview recorded (specify audio or video). You may still participate in this study if you are not willing to have the interview recorded.

· I do not want to have this interview recorded.
· I am willing to have this interview recorded:

Signed: 							
Date: 								

If you will take photographs or make audio, video, or other recordings that you want to use for activities beyond research analysis (publications, presentations, other promotional purposes), include a section that: 
· Informs the participant that you are making a [type(s) of media used] recording in which the person’s name, likeness, image, and/or voice will be included;
· Asks the participant to grant you the right to make, use and publish recordings in whole or in part in media forms now known (such as film, slides, and digital audio) or developed in the future. This includes the right to edit or duplicate any images/recordings;
· Explains the limitations on reproduction, distribution, performance, or display of images/recordings;
· Explains that the participant does not have rights to inspect or approve the finished product or printed/published matter that uses the images/recordings or versions of the images/recordings; and
· Explains that the participant will not receive any financial compensation for commercial and/or non-commercial (as appropriate) uses of the images/recordings.
The same signature line above may be used for this performance release information. 

Privacy/Confidentiality/Data Security
Explain briefly, and in lay terms, how you will protect the participant’s privacy and/or confidentiality. 
· De-identification of data 
· If you will de-identify data with identifiers, or keep identifying information separate from research data ( e.g. signed consent forms kept separate from the survey data and the two will not be connected)
· If you plan to keep identifying information with the data, state this here
· If you are not planning to collect any identifying information at all (as in anonymous surveys). 
· Physical security of data/research files
· Who will have access to identifying information
· How will sensitive data be kept secure in an electronic environment

If using another survey vendor to administer online surveys, include the following statement:
Please note that the survey(s) [is/are] being conducted with the help of [company name], a company not affiliated with Fisk and with its own privacy and security policies that you can find at its website. We anticipate that your participation in this survey presents no greater risk than everyday use of the Internet.

When the research involves e-mail communication, include the following statement:
Please note that email communication is neither private nor secure. Though [I am/we are] taking precautions to protect your privacy, you should be aware that information sent through e-mail could be read by a third party. 

For sensitive research data with identifiers, stored in the cloud or on servers, or transmitted via the internet, consider including the following statement:
Data may exist on backups and server logs beyond the timeframe of this research project.
OR
Your confidentiality will be kept to the degree permitted by the technology being used. We cannot guarantee against interception of data sent via the internet by third parties. 

Sharing De-identified Data Collected in this Research 
(If you may share data without identifiers:  We strongly recommend that you include this section in your consent, to inform participants that you may share de-identified data you collect from them. Certain sponsors now require researchers to make available their de-identified data to the research community, as do a growing number of journals. If you choose not to include the following language and later wish to share de-identified data, you may not be able to do so without re-contacting participants to obtain consent.)  

De-identified data from this study may be shared with the research community at large to advance science and health. We will remove or code any personal information that could identify you before files are shared with other researchers to ensure that, by current scientific standards and known methods, no one will be able to identify you from the information we share. Despite these measures, we cannot guarantee anonymity of your personal data.

Taking part is voluntary
Explain that the participant's involvement is voluntary, the participant may refuse to participate before the study begins, discontinue at any time, or skip any questions/procedures that may make him/her feel uncomfortable, with no penalty to him/her, and no effect on the compensation earned before withdrawing, or their academic standing, record, or relationship with the university or other organization or service that may be involved with the research. 

If completing all research materials (e.g., answering all survey or interview questions; meeting a minimal requirement of entries in a weekly/monthly log) is required for participation, you must make this condition clear to them here.  State that people can choose not to participate if they are uncomfortable with these conditions.

Follow up studies (Include this section if you will or might approach participants for a follow up study)
We may contact you again to request your participation in a follow up study. As always, your participation will be voluntary, and we will ask for your explicit consent to participate in any of the follow up studies.  
Explicit consent may not be necessary. Here is suggested language if you choose to ask for specific consent: 
May we contact you again to request your participation in a follow up study? Yes/No

If you have questions
Explain how the participant can contact you with questions or concerns. A standard statement follows:
The main researcher conducting this study is [principal investigator’s name], a [professor, graduate/undergraduate student, etc.] at Fisk University. Please ask any questions you have now. If you have questions later, you may contact [principal investigator’s name] at [email address] or at [phone number].  If you have any questions or concerns regarding your rights as a subject in this study, you may contact the Institutional Review Board (IRB) for Human Participants at 615-329-8706 or lecollins@fisk.edu.

If participants will be given a copy of this form, or some other information sheet, indicate that here. 

Statement of Consent (Include only if you are using signed, written consent.  Signed consent is not necessary for most minimal risk social and behavioral research and cannot be used if you tell participants that your study is anonymous. For online studies, asking participants to click on an “I approve” box is usually sufficient).

I have read the above information and have received answers to any questions I asked. I consent to take part in the study. 

Your Signature									 Date			

Your Name (printed)											

Signature of person obtaining consent						 Date			

Printed name of person obtaining consent								
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