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	UNIVERSITY OF OKLAHOMA – NORMAN CAMPUS
	IRB Office Use only

	Institutional Review Board
	IRB #: ________

	Institutional Review Board Application
	Board # Assignment: ________

	For Exempt, Expedited And Full Board Studies
	Review Type: ________

	
	Waiver of Consent:________

	
	Special Populations: ________


	Project Title:
	

	Application Type:
	__ Initial Application
__ Resubmission


Please note that handwritten and/or incomplete forms will be returned to you.

PART I – INVESTIGATOR AND KEY RESEARCH PERSONNEL
Principal Investigator

(Graduate students must have a completed student PI worksheet: Appendix A)

(Undergraduate students cannot serve as Principal Investigator, but may be listed as a Co-Investigator.)

	Name:
	
	__ Dr.
__ Mr.
__ Ms.

	Investigator Status
	__ Faculty
__ Graduate Student
__ Staff

	Email Address:
	

	College/Department:
	

	Campus Address:
	

	Mailing Address
	

	Daytime Phone:
	

	State the research activities which this person will be involved in and has received training for (i.e., consenting, recruiting, data monitoring, administering questionnaires, etc.):

	

	Does this individual have sufficient time to conduct and complete the research?



Faculty Sponsor (if applicable)
	Name:
	





__Dr.
__Mr.
__Ms. 

	Investigator Status
	__Faculty
__Graduate Student
__Undergraduate
__Staff
__Other

	Email Address:
	

	College/Department:
	

	Campus Address:
	

	Mailing Address:
	

	Daytime Phone:
	

	State the research activities which this person will be involved in and has received training for (i.e., consenting, recruiting, data monitoring, administering questionnaires, etc.):

	[





]

	

	


Co-Investigator (if applicable)
	Name:
	





__Dr.
__Mr.
__Ms. 

	Investigator Status
	__Faculty
__Graduate Student
__Undergraduate
__Staff
__Other

	Email Address:
	

	College/Department:
	

	Campus Address:
	

	Mailing Address:
	

	Daytime Phone:
	

	State the research activities which this person will be involved in and has received training for (i.e., consenting, recruiting, data monitoring, administering questionnaires, etc.):

	[













]

	


Additional Co-Investigators
Are all investigators and research staff qualified by training and experience for their roles and responsibilities in conducting the research?  Yes ____ No ____
Describe the process used to ensure that all persons assisting with the research have been adequately informed about the protocol and their research-related duties and functions.

PART II – FUNDING INFORMATION
Check all of the appropriate boxes for funding sources for this research. Include pending funding source(s).
	___Extramural
	___OU-NC Research Council
	___College
	___Department
	___Other


	P.I. of Grant or Contract:
	

	Sponsor:
	

	Contract/Grant Number: (if available)
	

	Contract/Grant Title:
	


Please provide one complete copy of the proposal submitted to the sponsor with this application. Please note that submission of your grant application is a regulatory requirement and will be maintained for the record with your application. The IRB will not utilize the grant during the review process other than to confirm that the grant proposal is consistent with the IRB proposal. You must submit all necessary documentation for the application in addition to the copy of the grant.
PART III – EDUCATION AND TRAINING
All key research personnel must complete this section.

(for definition of key personnel, see www.ouhsc.edu\irb-norman\training.asp) 

Have all key research personnel completed the required IRB training? ___ Yes ___No

Please provide a copy of your most recent CITI certificate for all research personnel included in this study.
If no, DO NOT submit this application. Your application will not be considered until you have completed the IRB training.

Please note that this IRB training is a mandatory requirement to be done on an annual basis. The refresher course can be taken from year two forward. (www.citiprogram.org\default.asp) 

PART IV – ADMINISTRATIVE DATA
1) Proposed end date:

2) If this research will result in a thesis or dissertation, please check the appropriate box.
___Thesis
___Dissertation

3) Study population
	Maximum Number of Participants
	

	Minimum Age ___
	Maximum Age ___

	Gender:   ___Males
	___Females

	Site of Subject Recruitment:
	

	Inclusion Criteria:
	

	Exclusion Criteria

(if none, enter “None.”)
	


4) Recruitment and Enrollment Procedures

	Methods Of Enrollment:

	Indicate method for finding potential participants: (check all that apply & attach copies of recruitment materials) 

	__
Classroom Recruitment 
	# of participants expected from this method:  

	____ Classroom Recruitment from the researchers class-describe measures of recruitment and consenting to minimize undue influence and/or coercion.
	# of participants expected from this method:

	__
Advertisement*
	# of participants expected from this method:  

	__
Web-listing
	# of participants expected from this method:  

	__
Other, please describe: _________


	# of participants expected from this method:  

	Indicate how potential participants will be approached: (check all that apply)
	

	__  Direct Contact
__ Letter
__ Phone Calls
__ Other: ________

	*
1) If mass email is to be used, please use the disclaimer provided: “The OU IRB has approved the content of this message but not the method of distribution. The OU IRB has no authority to approve distribution by mass email.”

2) If you plan to recruit participants outside of OU, you must include the following statement in your advertisements: “The University of Oklahoma is an equal opportunity institution.”

3) Include the IRB number assigned to your study on all advertisements once your study is approved.


5) Will medical clearance or a medical screening be necessary for participants to participate because of tissue or blood sampling, administration of substances such as food or drugs, or physical exercise conditioning? ___Yes
___No
If yes, explain below how clearance will be obtained. If a screening instrument will be used, please attach a copy to the application.

6) Information on Multi-Center Research:

(Multi-Center Research is research that is carried out in collaboration by multiple researchers that are conducting the same protocol. One institution serves as the lead institution. This does not refer to research in which data is collected from multiple sites but is being conducted by one researcher or research group only.)
Is this a multi-center study? ___
Yes
___
No
If no, go to question #7.

If Yes, is the PI or this site considered the “lead” or “coordinating” center? ___
Yes
___
No
If Yes, has the management of information regarding unanticipated problems involving risks to participants or others, interim results, and protocol modifications been addressed? ___
Yes
___No
If OUNC is the lead institution, describe the plans for communication among the sites in terms of unanticipated problems involving risks to participants or others, interim results, and protocol modifications.

7) Describe the payment schedule to participants. Include the amount of payment and the proposed method and time of payment. (The entire payment cannot be contingent upon completion of the entire study.)
8) Special Populations – indicate if any of the following groups will be considered in your inclusion criteria for your study (See also Part VIII, #3):

	___Children (Under 18 years of age)
	___Cognitively Impaired

	___Pregnant Women
	___Prisoners

	___Psychologically Impaired
	___Native American Tribes and/or Tribal Organizations

	___Elderly (65 & older)
	


9) Include a description of additional safeguards included in the protocol to protect the rights and welfare of vulnerable populations you listed in question 8 above.

10) Are you using pre-existing data? ___Yes ____No  If no, go to question # 10.
	Is the data de-identified?
	___Yes

___No

	Is the data publicly available?
	___Yes

___No

	(“Publicly available” means that the information is accessible to anyone without any fees or authorizations.)

	
	


a. Describe your pre-data set, how you will gain access to it, and any confidentiality processes used to protect participant identity. 
11) Other Institutional Oversight
If applicable, check the items listed below that apply to this research project:

___
Radiation Safety (i.e., radiation exposure)

___
Institutional Biosafety Committee (i.e., recombinant DNA)
Note:
 This information will be forwarded to the appropriate University personnel and/or committee(s).

12) Conflict(s) of Interest:

Financial relationship between the Research Team and the Sponsor.

___
Yes
___
No
Do you or any key personnel have an economic interest that could affect or appear to affect the design, conduct, or reporting of the research as more specifically described in HRPP SOP 104?




If Yes, you shall complete the Disclosure Form found at http://www.ouhsc.edu/irb-norman/documents/104A-A_Conflict_of_Interest_Disclosure_Form.doc .
13) Non-OU Sites

	Name of the Non-OU Site:
Contact name, phone number and email address: 
	a. Does the Non-OU site have an IRB? ___Yes___No
If yes, Has this Non-OU IRB site approved the study?  ___Yes___No; ___In progress
If yes, submit Non-OU Site IRB approval letter.

b. If no, is this Non-OU site IRB requesting the University of Oklahoma IRB to be the relied upon IRB?  ___Yes  ___No
Approval for this arrangement must be granted by the Senior Vice President and Provost.  Contact the IRB office for instructions on this process.
b. If this Non-OU site does not have an IRB, has the site permission/support letter (i.e., tribal approvals, letters of support from schools or agencies) been obtained? ___Yes ___No ___In progress
  

	Name of the Non-OU Site:

Contact name, phone number and email address:
	Does the Non-OU site have an IRB? ___Yes___No
If yes, Has this Non-OU IRB site approved the study?  ___Yes___No; ___In progress
If yes, submit Non-OU Site IRB approval letter.

b. If no, is this Non-OU site IRB requesting the University of Oklahoma IRB to be the relied upon IRB?  ___Yes  ___No
Approval for this arrangement must be granted by the Senior Vice President and Provost.  Contact the IRB office for instructions on this process.

b. If this Non-OU site does not have an IRB, has the site permission/support letter (i.e., tribal approvals, letters of support from schools or agencies) been obtained? ___Yes ___No ___In progress


	Name of the Non-OU Site:

Contact name, phone number and email address:
	Does the Non-OU site have an IRB? ___Yes___No
If yes, Has this Non-OU IRB site approved the study?  ___Yes___No; ___In progress
If yes, submit Non-OU Site IRB approval letter.

b. If no, is this Non-OU site IRB requesting the University of Oklahoma IRB to be the relied upon IRB?  ___Yes  ___No
Approval for this arrangement must be granted by the Senior Vice President and Provost.  Contact the IRB office for instructions on this process.

b. If this Non-OU site does not have an IRB, has the site permission/support letter (i.e., tribal approvals, letters of support from schools or agencies) been obtained? ___Yes ___No ___In progress



14) List the data collection sites:

15) Describe the facilities/equipment available for this study (for example: address where consent will take place, where follow-up appointments will take place, any laboratory facilities/equipment anticipated, computers, exercise equipment, and use of facilities):

16) Describe the setting in which the research will be conducted (e.g., schools, community, hospital, clinic, etc.)

17) Project Abstract

	Project Abstract: Provide a brief summary - 250 words or less – include purpose/hypothesis, experimental design, proposed procedure, importance of knowledge reasonably expected to result from the research. If the research involves more than minimal risk, describe the research plan for monitoring the data collected to ensure the safety of participants


	


18) Level of Review
A) Request for Exempt Status:

Are you requesting Exempt Status? ___ Yes
___ No; If Yes, indicate applicable number 


(For complete EXEMPT Review Information, refer to http://www.ouhsc.edu/irb-norman/exempt.asp . )

B) Request for Expedited Status:
Are you requesting Expedited Status? ___ Yes
___ No; If Yes, indicate applicable number 


(For complete EXPEDITED Review Information, refer to http://www.ouhsc.edu/irb-norman/expedited.asp ).

PART V – PRIVACY AND CONFIDENTIALITY PROCEDURES
1) Will audio data be recorded? ___Yes
___No

Will video data be recorded? ___Yes
___No

Will photographs be taken?
___Yes
___No
2) Please explain below how the storage and disposition of all study data/photographs/negatives will be handled. In addition, describe what security provisions will be taken to protect this data (password protection, encryption, data kept in locked files, use of password protected computer files, limited access to the data, etc.)Indicate if the data types/photographs/negatives will be erased or destroyed after transcription/development/at the conclusion of the study. If you wish to retain the study data beyond the end of the study, you must provide a justification. Subjects must be informed of the storage and disposition of the recorded data/photographs/negatives via the informed consent process.

3) Will subjects will be identified in audio, video, or digital recorded responses. If yes, explain why these forms of data are necessary to the project.
4) Will you record, maintain, or possess any direct identifiers (i.e., names, social security numbers, addresses, telephone numbers, addresses, telephone numbers, etc.)? ___Yes
___No

If yes, explain below why it is necessary to record findings using these identifiers and the length of time a record of direct identifiers will be kept. 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.

5) Will you retain a link between the study code numbers and direct identifiers after the data collection is complete? ___Yes
___No
If yes, explain why this is necessary and sate how long you will keep this link.

6) Will you provide a copy of identified research data to anyone outside of the research team?
___Yes
___No

If yes, explain below why and to whom.
7) Will you place a copy of the consent form or other research study information in the participant’s record such as medical, personal, or educational record? (This information should be clearly explained in the consent document and consent process.) ___Yes
___No

If yes, explain why this is necessary.

8) Will you obtain a Federal Certificate of Confidentiality for this research? ___Yes
___No

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 Certificate of Confidentiality (http://grants.nih.gov/grants/policy/coc/index.htm).

PART VI – INFORMED CONSENT INFORMATION
Informed Consent: Please attach, as an appendix, an informed consent document to this application. Use the template that includes all essential elements of consent on the IRB website at http://ouhsc.edu/irb-norman/sop_attachments_6112007/701-A-1_ICF_template06272008.doc . If subject participation is not anonymous, you must attach a consent form to this application. (Please attach an assent form for children/your participation and permission forms for parents/legal guardians or consent forms for adult participation.). 
If subject participation is anonymous, submit an information sheet. The template is located on the IRB website at http://www.ouhsc.edu/irb-norman/forms/701-A-5_NC_ICF_information_sheet_template_352007.doc .
	Waiver of Informed Consent / Informed Consent / Assent

	Waiver of Consent Process:  

Informed consent will not be obtained from participants when a waiver of the consent process Is reviewed and approved by the IRB.  (Note: Projects involving FDA-regulated test articles cannot qualify for a waiver of consent.)

	__ Yes   No __
	8. Is a waiver of the consent process requested?  

	
	If Yes:

a.  Explain the reason for the waiver: 



	Waiver of Signed Written Consent:

Participants will not be required to sign a consent document when a waiver of signed written consent is reviewed and approved by the IRB. If the IRB waives the requirement of documentation of informed consent, the IRB may require the investigator to provide a written statement of the research to the participant. The IRB shall review and approve the written statement prior to the investigator providing the statement to the participant. The consent form reviewed and approved by the IRB may also serve as the written statement.

	__ Yes   No __
	9. Is a waiver of signed written consent requested? 

	
	a. If Yes, explain the reason for the waiver.:



	__ Yes
No __
	b. If you answered “yes” to (9a), indicate the applicable Category and explain.

Category 1:

The only record linking the participant and the research is the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Each participant will be asked whether they want documentation linking them with the research and their wishes will govern. The research is not subject to FDA regulations.

Explain:

	__ Yes
No __
	Category 2:

The research presents no more than minimal risk of harm to participants and involves no procedures for which written consent is normally required outside of the research context.

Explain: 


	Consent Process:  

Informed consent will be obtained from participants.

	
	1. Who will be consenting to participate in the research?

__ Participant   __ Child      __ Parent of child    __ Guardian __Legally authorized representative 


	__ Yes   No __
	2. Is the primary language of the consent process English?

	
	If No:
  a. State other language(s) and indicate who will provide verbal and written translation     services:
.

 b. Submit appropriately translated consent document(s) following IRB Policy 701, prior to consenting non-English speaking participants.



	3. Describe the consent process, any waiting period between informing the prospective participants and obtaining the consent, and how it provides participants with sufficient opportunity to consider participating in the research: 



	4. Describe measures instituted to minimize undue influence and/or coercion: 



	__ Yes   No__
	5. Does your study involve children?  

	
	If Yes, child assent is required by regulation if the child is capable of providing such assent 

(typically, ages 7 to 17).

	__ Yes   No__
	6. Does your study involve the collection, use or sharing of Protected Health Information? 

	
	If Yes, a Research Privacy Form must be included with this application. 

	Consent of participants for research conducted outside of Oklahoma.

When consenting a participant from legally authorized representatives (LAR), children, or guardians for research conducted outside of Oklahoma, investigators are required to know the applicable law of the jurisdiction in which the research will be conducted, provide to the IRB the definition of the LAR, child, or guardian for the jurisdiction, and consent the participant as defined for the jurisdiction.

	__ Yes   No __
	7. Will participants outside of Oklahoma be consenting to participate in the research?

	
	If No, skip to Waiver of Consent Process.

	
	If Yes, answer the following questions:

	__ Yes   No __
	a. Will the legally authorized representative provide consent for cognitively impaired adults?  

	
	If Yes, provide the definition of LAR for the jurisdiction: 



	__ Yes   No __
	b. Will you be consenting children outside of Oklahoma?

	
	If Yes, provide the definition of child for the jurisdiction: 



	__ Yes   No __
	c. Will guardians be signing for the children outside of Oklahoma?

	
	If Yes, provide the definition of guardian for the jurisdiction: 




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

Check all that apply:

___
Use of deception* (See SOP 502J for a definition of deception)
*If direct deception is used, please describe below. Why is the deception a necessary and unavoidable component of the research design?  For example, does the direct deception improve the internal or external validity of the study?  Also describe the debriefing process and include the debriefing script. In addition, the principal investigator should offer the participant the opportunity to withdraw his/her data after learning that deception was used in the study. Please include this information in the debriefing statement submitted to the IRB (Debriefing Template).
___
Exposure to infectious disease risks
___
Use of confidential records (e.g., educational or medical records)

___
Exposure to radiation

___
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
___
Invasion of privacy of subject or family

___
Social or economic risk

___
Risk associated with exercise or physical exertion

___
Legal risk

___
Employment/occupational risk

___
Other risks—explain below

Will any record of the subject’s participation in this study be made available to his or her supervisor, teacher, or employer? ___Yes
___No
If yes, please explain.

Note: All risks and benefits discussed below in Part VII, Sections 2-5, should be included in the Participant Consent Form.
2) Describe the nature and degree of all risk or harm associated with participation in the study, including those checked in the previous section. If none, state “None.”
3) Explain what steps will be taken to minimize risks or harms and to protect participant welfare. If the research will include special populations (See Part IV, Item 4), please identify each group and answer this question for each group. Outline steps to be taken to address confidentiality for all participants.
4) Describe the anticipated benefits of this research for the individual participants in each subject group. If none, state “None.”
5) In the input area below, describe the anticipated benefits of this research for society and explain how the benefits outweigh the risks.
PART VIII – COMPENSATION INFORMATION
1) Will any compensation or inducements, e.g., course credit, be offered to the participants for their participation? ___Yes
___No
If yes, describe these 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.

Checklist for Institutional Review Board Application Submission
___
Application Form with Signatures – AT LEAST ONE COPY MUST HAVE ORIGINAL SIGNATURES
___
Recruitment Announcements/Recruitment Flyers

___
Data Collection Instruments/Questionnaires/Surveys/Interview Questions

___
Informed Consent Documents

___
Participant Consent Form

___
Consent Information Sheet

___
Applicable HIPAA Forms
___
Parental/Legal Guardian Permission Form
___
Child Assent Form

___
Approval from Study Sites
___
Tribal Council Approval

___
Letters of Support
___
Medical Screening Instrument
___
Proposal and/or Contract or Grant

___
Debriefing Plan

___
Appendix A: Protocol    (REQUIRED)
___
Appendix B: Student as Principal Investigator Worksheet, (if applicable)
___
Appendix C: International Research Review Form (if applicable)


Submit to:

Office of Human Research Participant Protection

660 Parrington Oval
Evans Hall, Room 316
Norman, OK 73019
405-325-8110

Number of Copies to be Submitted:

	Exempt
	Original + 1

	Expedited
	Original + 1

	Full Board
	Original + 13


PRINCIPAL INVESTIGATOR/FACULTY SPONSOR ASSURANCE
I certify that the information provided in this application is complete and correct.
I understand that as principal Investigator, I have the responsibility for the conduct of the study, the ethical performance of the project and protection of the rights and welfare of human participants.

I agree to comply and assure that all affiliated personnel comply with all OU-NC 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 this study is performed by qualified personnel adhering to the OU-NC IRB approved protocol. Student PIs must attach student PI Worksheet—see Appendix A.
I assure that no modification to the approved protocol and consent materials will be made without first submitting for review ad approval by the OU-NC IRB an amendment to the approved protocol.

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 OU-NC IRB by using the appropriate form.
I will adhere to all requirements for continuing review.

I will advise the OU-NC 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 OU-NC 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 research protocol.

	
	

	Principal Investigator
	Date (mm/dd/yyyy)

	
	

	Faculty Sponsor
	Date (mm/dd/yyyy)

	
	

	Co-Investigator
	Date (mm/dd/yyyy)


Appendix B:

Student as Principal Investigator
Highest degree held by student:

___Bachelors
___Masters

Student’s degree program:


___Masters
___Doctoral

This project has been reviewed to determine that the scope, anticipated risks and benefits, and methodology are appropriate for this research by:
___
Approval of thesis/dissertation proposal by faculty committee
___
My personal review and approval of research proposal

___
Other—describe below
The student research is qualified to conduct independent research based on the following credentials:
___
has completed a graduate research methods course

___
has experience as an independent or closely supervised research assistant

___
has completed the training in Responsible Conduct of Research

___
Other—describe below

FACULTY SPONSOR’S ASSURANCE
By my signature as sponsor on this research application, I certify that the student is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular study in accordance with the research protocol. Additionally,

I hereby confirm that I have thoroughly reviewed this IRB application, including the protocol narrative, and verify that it is complete and the research is appropriate in design.
I agree to meet with the investigator on a regular basis to monitor study progress.

I assure that the investigator will promptly report unanticipated problems and will adhere to all requirements for continuing review.

If I will be unavailable, e.g., sabbatical leave, vacation, or resignation, I will arrange for an alternate faculty sponsor to assume responsibility during my absence, and I will advise the OU-NC IRB, in writing, of such changes.

If the student leaves the university, I will provide all necessary documents for terminating the study or continuing review.

	
	

	Faculty Sponsor
	Date (mm/dd/yyyy)

	
	

	Print PI Name
	

	
	

	PI Signature
	Date (mm/dd/yyyy)
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