NORTHEASTERN STATE UNIVERSITY

Institutional Review Board


	INSTITUTIONAL REVIEW BOARD APPLICATION


	IRB #  


If you would like to consult an IRB committee member about your application before submitting it, the following members are available during their office hours:

Dr. Ernst Bekkering, Dr. Alexandria Miller, Dr. Vanessa Anton
Prior to completing this application, please review the NSU IRB Policies & Procedures at http://arapaho.nsuok.edu/~irb .

	For IRB use only:  ___ Exempt  
___ Expedited 
___ Full Board Review



Project Title:

	

	*Note:  The project title should be consistent with the title used in the consent document(s).


PART I - INVESTIGATOR and KEY RESEARCH PERSONNEL

	 1) PRINCIPAL INVESTIGATOR (PI)/CONTACT

	

Name:      
	
	__ Dr.  __Mr.  __ Ms. __ Mrs.   

	Investigator Status: 
	__ Faculty      __ Graduate Student     __ Undergraduate  

__Optometry Student                            __ Other: ____________

	E-mail Address: 
	

	College/Department: 
	

	Preferred Mailing Address: 
	

	
	City:
	State:
	Zip:

	Daytime Phone: 
	


	2) FACULTY SPONSOR OR CO-INVESTIGATOR (if applicable)

	Name: 
	
	__ Dr.  __Mr.  __ Ms. __ Mrs.   

	Investigator Status: 


	__Faculty       

     Sponsor 

	Co-investigator:

__Faculty    __ Graduate Student   __ Undergraduate

__Optometry Student       __ Other: ________

	E-mail Address:
	

	College/Department: 
	

	Preferred Mailing Address:
	

	
	City:
	State:
	Zip:

	Daytime Phone: 
	

	If more space is needed to list additional co- investigators please copy and paste this section.


	ADDITIONAL CO-INVESTIGATOR (if applicable)


	Name: 
	
	__Dr.  __Mr.  __Ms. 

	Investigator Status: 


	__Faculty       

     Sponsor 
	Co-investigator:

__Faculty    __ Graduate Student     __ Undergraduate

__Optometry Student        __ Other: ________

	E-mail Address:
	

	College/Department: 
	

	Preferred Mailing Address:
	

	
	City:
	State:
	Zip:

	Daytime Phone: 
	


Please be aware that the IRB will only consider applications that all investigators, and, if applicable, the Faculty Sponsor have signed on the signature page at the end of the document.

PART II – FUNDING INFORMATION

1) Check all of the appropriate boxes of funding sources for this research.  Include pending funding source(s).

	__University
	__College: ________
	__State
	__ Federal

	__ Other: ________
	__N/A



	P.I. of Grant or Contract: 
	

	Sponsor: 
	

	Contract/Grant No. 

(if available): 
	

	Contract/Grant Title: 
	


Please attach one complete copy of the proposal submitted to the sponsor.  Submission of your grant application is a regulatory requirement and will be maintained for the record with your application. 
You must submit all necessary documentation for this application, such as consent forms and survey questionnaires, in addition to the copy of the grant, even if those forms are included in the grant application.
PART III – ADMINISTRATIVE DATA

RESEARCH MUST NOT BE INITIATED UNTIL YOU RECEIVE AN APPROVAL LETTER FROM THE IRB
If you are notified that your application has been evaluated as acceptable contingent on certain changes, you must not start data collection until you have submitted the requested changes and received notification that the revised application has been fully approved. Starting data collection before receiving documentation of study approval constitutes research misconduct as defined in the university policies.
1) Proposed start date: _______
_

2) Proposed end date: ________

Approvals will be granted for up to one year. After this time, apply for an extension by email to irb@nsuok.edu. Records will be retained until five years after last approval end date. 

3) If this research will result in one of the following
, please check the appropriate box.

__ Thesis    
 __ Capstone      __ Honors Project     __ Research Project     __Optometry Project
4) Will medical clearance or screening be necessary for subject recruitment because of inclusion or exclusion criteria, administration of substances such as food or drugs, or physical exercise conditioning?  
No__
  
Yes __
If yes, explain how clearance will be obtained.  If a screening instrument will be used, please attach a copy to the application, or copy the text of the instrument in the box below. 
	


5) Study Sites:

	__NSU-Tahlequah

__NSU-Broken Arrow
	__NSU-Muskogee

__ Other: ________



6) Potentially Vulnerable Populations 
:
 Please check any groups included in the study. Inclusion of any group below requires full board review):
	__
Children (under 18 years of age)

__Pregnant Women 



__Elderly (65 & older) 

__Psychologically Impaired
	__Cognitively Impaired

__Prisoners

__N
ative American Tribes and/or Tribal Organizations

__
Students enrolled in a class in which the instructor is an investigator in the study



7) Other Institutional or External Oversight (if applicable):
     Check the items listed below that apply to this research project:

	__NSUOCO (Optometry) Student Projects Committee

__Cherokee Nation IRB

__IHS Oklahoma Area Office IRB
__Other institutional oversight committee________


Note: This information may be forwarded to the appropriate University personnel and/or committee(s).

8) Conflict of Interest
Is there any potential or perceived conflict of interest between the researcher, sponsor and/or Northeastern State University associated with this study?  
No__
  

Yes __
	If yes, please explain: ________


Please refer to NSU IRB Policies on Conflict of Interest.  Additional information may be requested  by the IRB Board. 
PART IV – SUMMARY OF STUDY ACTIVITIES

Submission of a copy of a grant application does not replace completion of this form.  Please respond to each item. Incomplete forms will be returned.

1) Provide background information 
for the study in the box below, including the objective of the proposed research, purpose, research question, hypothesis and any other relevant information. 

	


2) Describe the research design of the study in the box below. 

	


3) Describe the tasks that participants will be asked to perform in the box below. Include a step‑by‑step description 
of the procedures you plan to use with your subjects. Provide the approximate duration 
of subject participation for each procedure. If data collection instruments will be used, indicate the time necessary to complete them, and the frequency and method of administration, such as telephone, mail, or face-to-face interview.   
	


Attach a copy of each study instrument
, or copy the text of the instrument in the box below. This includes all questionnaires, surveys, protocols for interviews, etc. 

	


4) Describe the recruitment procedures.  Attach a copy of any material 
used to recruit subjects, or copy the text of those materials in the box below. Materials can include advertisements, hand-outs, telephone scripts, verbal recruitment scripts, cover letters, etc.  Explain who will approach potential participants and what will be done to protect the individual’s privacy in this process.  

	


PART V – PRIVACY PROCEDURES
1. Will you record any direct identifiers, names, social security numbers, addresses, telephone numbers
, etc? 

 No__
  

Yes __
If yes, explain why it is necessary to record findings using these identifiers.  Describe the coding system you will use to protect against disclosure of these identifiers.  Describe how subject identifiers will be maintained or destroyed after the study is completed. 

________
2. Will you retain a link 
between the study code numbers and direct identifiers after the data collection is complete?


No__
  

Yes __
If yes, explain why this is necessary and state how long you will keep this link. 

________
3. Will you provide a link or identifier to anyone outside the research team? No __   
Yes __
If yes, explain why and to whom. ________
4. Will audio, video, film, or digitally captured data 
be recorded? No__
  Yes __

Please explain how the disposition of the recorded data (tapes/photographs/negatives or digital/electronic media) will be handled. Indicate if recorded data will be erased or destroyed at the conclusion of the study. If you wish to retain the recorded data beyond the conclusion of the study, you must provide justification. Subjects must be informed of the disposition of any recorded data via the informed consent process. ________
Please clarify how subjects will be identified in audio/video/film/digitally-captured responses. _________
_
5. Where, how long, and in what format (such as paper, digital or electronic media, video, audio or photographic) will data be kept?  Describe what security provisions will be taken to protect this data (password protection, encryption, etc). Finally, specify when and how the data will be destroyed.
________

6. Will you place a copy of the consent form or other research study information in the participant’s medical, personal or educational record?  (This information should be clearly explained in the consent document and/or process)  

No __     
Yes__  
If yes, explain why this is necessary. ________
7. Will you require a Federal Certificate of Confidentiality
?  

No __  

Yes __
If yes, submit documentation of application (and a copy of the Certificate of Confidentiality award if granted) with this application form. 


If the data collected contains information about illegal behavior, visit the NIH Certificates of Confidentiality Kiosk http://grants1.nih.gov/grants/policy/coc  for information about obtaining a Federal Certificate of Confidentiality.  

8. Will any record of the subject’s participation in this study be made available to his or her supervisor, teacher, or employer?   No__
  Yes __

If yes, please explain. ________
PART VI – INFORMED CONSENT INFORMATION
1) Informed Consent
:  Please attach a copy of all informed consent forms, or copy the text of these documents in the box below. 
a. If subject participation is anonymous, IRB recommends including the text of an information sheet or cover letter containing all required elements of informed consent. 
b. If subject participation is not anonymous, you MUST include the text to the consent form.

i. For children and youth participants 
, provide both the text for the assent form for the child/youth and the text of a permission form for the parents

ii. For adult participants, include the text for the consent form.

View sample Informed Consent Documents 
at http://arapaho.nsuok.edu/~irb/ 
	


PART VII – RISKS AND BENEFITS
1) Does the research involve any of the following possible risks or harms to subjects?  

No __       Yes __ (if YES, a FULL BOARD REVIEW is required)

Check all that apply: 

__U
se of deception*

*If deception is used, describe this in detail in the box below.  This includes the debriefing process and the debriefing script. The principal investigator must offer the participant the opportunity to withdraw his/her data after finding out that deception was used in the study.  

	


__Use of confidential records (e.g. education or medical records)

__Manipulation of psychological or social variables such as sensory deprivation, social isolation, psychological stressors

__
Any probing for personal or sensitive information in surveys or interviews

__
Presentation of materials which subjects might consider sensitive, offensive, threatening or degrading

__P
ossible invasion of privacy of subject or family

__Risk of physical injury or harm

__Social or economic risk

__
Legal risk

__
Employment/occupational risk

__Other risks, specify: ________
2) Describe the nature and degree of the risk or harm checked above.  The described risks/harms must be disclosed in the consent form. ________

3) Explain what steps will be taken to minimize risks or harms and to protect subjects’ welfare.  If the research will include protected populations (See Part III, Item 6), identify each group and answer this question for each group. ________
4) Describe the anticipated benefits of this research for individual participants in each subject group.  If none, state “none”. _______
_
5) Describe the anticipated benefits of this research for society, and explain how the benefits outweigh the risks. ________
PART VIII – COMPENSATION INFORMATION
Will any compensation or inducements, i.e. course credit, be offered to the subjects for their participation?  

No__
  

Yes __

If yes, describe those inducements and include a statement in the informed consent document explaining how compensation will be handled in the event the participant withdraws from the study. ________
Project Title: __ 
 Principal Investigator: ___
· I certify that the information provided in this application is accurate and complete.

· As Principal Investigator, I have the responsibility for the conduct of the study, the ethical performance of the project and the protection of the rights and welfare of all human participants. 

· I agree to comply and to assure that all affiliated personnel comply with all NSU IRB policies and procedures, as well as with all applicable federal, state and local laws regarding the protection of human participants in research.

· I assure that qualified personnel adhering to the NSU IRB approved protocol are conducting this study. 

· I assure that the study will not be started (i.e. no participants will be recruited, no variables will be manipulated, and no data will be collected) before I have received documentation of approval from the NSU IRB.

· I assure that no modification to the approved protocol or consent materials will be made without first submitting an amendment for review and approval by the NSU IRB.

· I agree to obtain legally effective informed consent from the research participants as applicable to this research and as prescribed in the approved protocol.

· I will promptly report unanticipated problems to the NSU IRB by using the appropriate form.

· I will adhere to all requirements for continuing review set forth by the NSU IRB.

· I will advise the NSU IRB of any change of address or contact information as long as this protocol remains active. 

· I assure that I have obtained all necessary approvals from entities other than NSU IRB that are necessary to conduct this research.  

By my signature on this research application, I certify that I am knowledgeable about the regulations and policies governing research with human subjects and have sufficient training and experience to conduct this particular study in accordance with the approved research protocol.  

______________________________________________________

______________________________
Principal Investigator




Date (mm/dd/yyyy)

______________________________________________________

______________________________
Co-Investigator (copy this line as needed
)

Date (mm/dd/yyyy)
As Faculty Sponsor, I certify that I have personally reviewed this application and approve its content. I acknowledge that it is my responsibility to provide adequate supervision of the student investigators in this study. 

______________________________________________________

______________________________
Faculty Sponsor





Date (mm/dd/yyyy)

Please be aware that the IRB will only consider applications that ALL  investigators, and, if applicable, the Faculty Sponsor have signed. Both paper submissions and email submissions need to have this/these signature page(s) printed, signed, and sent to the Graduate Office.
	Paper Submissions
	Email Submissions

	__Application Form :  THREE COPIES, AT LEAST ONE COPY MUST HAVE ORIGINAL SIGNATURES

Mrs. Kathy Schoonover
Director, Research and Sponsored Programs
Administration building room B19
Northeastern State University

Tahlequah, OK 74464
__Solicitation Announcements/Recruitment materials

__Data Collection Instruments/(ie., Interview questions/Questionnaires/Surveys)

__ Informed Consent Documents


__Parental/Legal Guardian Permission Form


__Child Assent Form

__Approval from Study Sites (ie, public schools)

__Medical Screening Instrument

__Proposal and/or Contract or Grant

__Debriefing Script (for studies involving deception)

__Appendices (if applicable)


	__Application Form :  save this file( in Microsoft Word format ) and send it AS AN EMAIL ATTACHMENT to: irb@nsuok.edu 

In the body of the application, include as appropriate,  Solicitation Announcements/ Recruitment materials, Data Collection Instruments/(ie.,  Interview questions/ Questionnaires/Surveys),  Informed Consent Documents (Parental/Legal Guardian Permission Form, Child Assent Form), Medical Screening Instrument, Proposal and/or Contract or Grant, Debriefing Script (for studies involving deception) or copy and paste them to the back of the document. 
Print out the signature page(s) and send it/them (signed) to 
Dr. Ernst Bekkering
Chair, Institutional Review Board
College of Business and Technology
Room 221 i
Northeastern State University

Tahlequah, OK 74464

The signature page MUST include the title and name of Primary Investigator. Faxed copies and digitally signed files are not acceptable.
Only submit ONE file. Emails with more than one file will not be accepted
. If you have separate PDF files, Word files, etc, copy and paste them to this Word document. Alternatively, print them out, send them by mail, and indicate below which documents will be mailed.
Below, check off which documents will be submitted to the IRB Chair in addition to the signature page: 

__Approval from Study Sites 
(ie, public schools)

__Other: (if applicable)_________________________




�The major reason to classify as exempt is anonymous archival data. Data is archival if it was collected before the research started and if it was not collected for the research but for other purposes. Good examples are GPA and grades. However, we do need to check if it is anonymous since we can’t have students – and faculty – just using anyone’s GPA and grades while knowing the identity. 





�If an application does not include vulnerable groups (mainly minors and American Indians in the past) and there is no significant risk of harm and  there is no deception, we can usually expedite it. We handle expedited applications by email in between committee meetings, so the wait is usually shorter. If one of the reviewers feels that there is a need for full board review, we can elevate it to review at the next meeting. Expedited applications can not be immediately denied; they can only be elevated to full board review. 


�We try to have our meetings on Tuesday and Thursday afternoons, because that is when most faculty don’t have any classes scheduled. Applications should be in before the due date on the home page of the IRB website.  This is usually three days earlier. We tend to hold to that deadline strictly, we need enough time to have two reviewers review the application before the meetings.


We use what we call the 10-6-4 rule: we have 10 members, the minimum attendance to constitute a quorum is 6 (with at least one non-scientist present), and we make majority decisions (not consensus decisions, but most of the time we all agree anyway).


�If the PI (primary investigator) is a student, he or she MUS T be supervised by a faculty sponsor. 


�The number of investigators MUST match the number of signatures on the signature page later on. 


�Most of the time there is no funding, but this box must be checked then.


�Acceptable are exact dates, or phrases like “upon IRB approval”. If the date has already been passed, consider the possibility that the PIs may have started already. We can have the chair ask the PI to confirm that data collection has not started yet. Data collection without approval is research misconduct. If that happens, it can usually be remedied by requiring the investigators not to use the data. In all cases, this should be reported to the Research Integrity Officer (Dr. Jackson)


�These types of projects frequently cover more than one semester. We want to make sure that there is continuing overview by a faculty sponsor, especially if a course ends. Students can only continue beyond the scope of a course if the faculty member teaching the course agrees to continue to act as faculty sponsor, or if the students locates another faculty sponsor. In the latter case, they have to notify us so we can have the new sponsor sign off.


�If the research is conducted in one or more specific locations outside NSU, there HAS to be WRITTEN site permission for each site. The site permission should be on organizational letterhead (theirs, not ours) and should be signed by an appropriate official (e.g. principal of a school, not an intern in school administration). The best permissions are broad: “..give so and so permission to conduct their research at such and such school..”. If the site permission covers only interviews and the investigators want to do both interviews and observations and interviews, they either need to get new site  permission covering both or restrict themselves to what is covered.


�This really only applies if the PRIMARY target group belongs to one of these. For instance, a study of experiences of American Indians requires full board review, but in a study of consumer tastes some of the participants may happen to carry and Indian card. On the other hand, all studies involving minors require full board, and investigators may want to use disclaimers like “if you are under 18, please disregard this message”. The bottom line is that minors can not enter into a legally binding contract, and that includes giving informed consent. 


�We have this mostly for students in the College of Education. 


The line between children as participants and as ordinary bystanders is sometimes difficult. For instance, if the subject of the study is how the teacher delivers his classes, and it is observation only, the children are not really participants in the study and it could be expedited. If the study is about the interaction between teacher and students, children are  participants and the study requires full board review. If the teacher is being observed but also being recorded, and the children could be in the video, we might tend to go to full board review. there are also other cases where parental consent is not necessary, but it might be good to have the investigator inform the parents that someone will come to observe the class and that it is the teacher who is being studied.


�We see this infrequently, and it only needs full board review if the study is specifically focused on native Americans. It is paternalistic, but it is in the federal guidelines so we have to follow it.


�The issue here is one of voluntary participation. Teachers hold the power of grades for the students. The informed consent should include statements like “Participation or withdrawal will not have any influence on your grade in the course”. Also, if the study takes up class time, the students who do not participate should get an alternative activity.  


�Ask yourself “why is this research being conducted?”


�Applications frequently tend to be too vague here. We cannot make assumptions; we either have to ask for clarification or take the application at face value. 


�This should match the duration section in the informed consent


�This includes recruitment letters and emails, questionnaires in surveys, draft of interview questions. We don’t have to have a complete listing of all interview questions. Interviews often evolve, and it is not possible to anticipate all potential questions. However, if there is ever a problem, it will be easy to see if the questions here are representative of those that caused the problems.


�Optometry often hangs flyers in the hall of their college. Some people find participants on Facebook . Emails and letters can be used – in which case we need the text. If participants are recruited verbally, the verbal script should be provided. 


�This goes to the heart of anonymous vs. confidential. Anonymous means that the identity of participants is not known and can not be discovered.  No names should be given etc. However, in some cases the identities are discoverable. Think of a survey of new school teachers in a small school, and you ask for gender and age. It is easy to guess who is who.


On the other hand, in confidential cases, the identity is know n  but the investigators promise not to reveal individual responses. Later on, in reports, you may see statements like “Results of the survey will only be shared with the school administration in summary form”.


�It is good practice to keep the data and identities on separate documents. If you have a list of names and  pseudonyms used , the investigator can easily destroy the list with names and render the study more anonymous at that point.


�This concerns all recording. Ask yourself if there is a real need for recording. Acceptable reasons are for instance “to ensure accuracy of transcription of the interviews”, but then the recordings could be erased after transcription. All recording activities should be disclosed in the informed consent.


�Examples: use of pseudonyms in recorded interviews, referring to student1 and student2 etc. 


�We usually require something like: 


Paper documents will be kept in a locked file cabinets while not in use, and shredded at the end of the study


Recordings will be kept in a locked file cabinet, and erased after transcription of interviews


- digital files will be kept on password-protected computers, and the files deleted at the end of the study.


�We have only worked with this once, and that was in focus groups where participants (students) might reveal illegal behavior (drug use ) which would normally have to be reported.


�We have six sample forms on our websites in the combinations of confidentiality/anonymity and age (adult/high school/elementary school).  Minors can not give consent, the parents have to give it for them. Children still need to give assent. The information has to be provided in age-appropriate language. Since elementary school students can not be expected to read well enough, we usually require some form of verbal script to get the assent.


�The child assent form should conclude with something like :…. I agree to participate”; and the parent consent form with “… I agree to let my child participate”. If that is not the case, parents would agree to participate themselves.


�Applicants do not have to use our samples, but they should at least include the following elements if they want to develop their own: 


Principal Investigator(s) and Co-Investigator(s)


Purpose of the Study


Procedures to be Followed


Discomforts and Risks


Benefits


Costs or Compensation


Duration


Statement of Confidentiality


Right to Ask Questions


Voluntary Participation and Right to Withdraw


a statement that the participant has reviewed the information and agrees to participate





�in one study, NSU students called other schools and did not reveal that they were not studying there. The deception was saying that they were students, and allowing for the assumption that they were studying there


�examples:  interviews of victims of bullying or sexual abuse.


�We had one study where items from a polarizing racial attitude scale were used. The study was approved, but had to go to full board.


�Example: interviews of gays and lesbians  who are not “out”


�Including self-incrimination. Think of interviews about bullying, and a student reveals being the bully rather than the victim. If the interviews are conducted by one of the faculty members  at the school, there might be a duty to report.


�If a supervisor might not like the results


�This concerns the risk/benefit analysis. Sometimes the benefits outweigh the risk (although the risks still have to be minimized)


�It is OK to state in the informed consent : “there are no direct benefits from participation for you”


�If students in a class get extra credit for participation, students who do not participate should have an alternative way of getting the same number of points (for instance by writing a two page paper on a subject in the class if this takes about the same amount of time). If participants withdraw in the middle, there should be an alternative way to still get the benefit, or they should get it outright. Otherwise, it would interfere with the right to withdraw.


�This should match the title of the application on page 1


�Each investigator from page 1 and 2 must sign.


�This is so we won’t have to open and print five or six documents for one application. It has happened. We started accepting emailed applications in 2009, and we quickly learned to set this limit.


�The chair always makes sure that this is done. Signatures are kept by the chair. There is no need to mention this in reviews.


�The chair makes sure that these are received. There is no need to mention this in reviews.
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