
INSTITUTIONAL REVIEW BOARD APPLICATION FORM
I. THE RESEARCH PROPOSAL
Study Title: 
	Submission Type:
	

	Sponsor/Funding Source:
		

	OCU Study Site
	

	Off-campus locations:
	



	For off campus sites not under OCU IRB oversight
	

	Is outside IRB approval required?
	☐Yes      ☐ No

	If yes, has approval been obtained?
	☐Yes      ☐ No

	If yes, do you have an Institutional Authorization Agreement (IAA)?

	☐Yes      ☐ No



II. RESEARCH TEAM
	Principal Investigator     Name:
	
	
	Co-Principal 
Investigator Name:
	

	Degrees:
	
	
	Degrees:
	

	Title/Position:
	
	
	Title/Position:
	

	College/Department:
	
	
	College/Department:
	

	Campus Address:
	
	
	Campus Address:
	

	
	
	
	
	

	
	
	
	
	

	Phone:
	
	
	Phone:
	

	e-mail address
	
	
	e-mail address
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	Collaborating Investigators (indicate Colleges and Departments for each):

	

	

	

	



III. REQUEST FOR EXEMPT STATUS OR EXPEDITED REVIEW 
Please refer to the list of Exempt/Expedited Categories and indicate the specific number which you feel applies to your study.  The IRB Chair may grant exempt or expedited approval but reserves the right to require full Board review of any IRB application. 

	Request type:
	☐
	Exempt
	Category #
	

	
	☐
	Expedited
	Category #
	

	
	☐ 
	Full IRB Review
	
	



	Justification for category (cite criteria):

	



IV. ATTACHMENT CHECKLIST
	☐
	Consent Form(s)

	☐
	Study Protocol (detailed methods) 

	☐
	Recruitment Materials (scripts, emails, flyers, social media posts, etc.)

	☐
	Survey/Interview/Focus Group Instruments

	☐
	Data Management Plan (optional if covered in protocol)

	☐
	Outside IRB Approvals (if applicable)

	☐
	Completed Watermark Training (if applicable) 

	☐
	PHRP/OHRP or CITI Training Certificates for all investigators

	
	· Attach Human Research Protection training certificates (PHRP/OHRP or CITI) for each PI/Co-PI.

	
	· For student research at OCU: Modules 1–3 are the minimum required; faculty require all 5.

	
	· Faculty supervising or conducting research: completion of all 5 modules.

	
	· Certifications are valid for three years from the date of completion.

	
	· Training is available at: : https://www.hhs.gov/ohrp/education-and-outreach/human-research-protection-training/human-research-protection-foundational-training/index.html



V. Research Protocol Outline 
RESEARCH PROTOCOL OUTLINE

Instructions: 
· Protocols are formatted according to the following outline (single-spaced, size 12 font). 
· Include all of the below elements, as applicable to the proposed study. 
· Remove blue instructional text and examples throughout. 
 
Title of Project:

Principal Investigator and Co-Investigator:	
Name; Degree; Department  
(Example: John Smith, M.D., Dept of Medicine)

Abstract
In fewer than 250 words, identify the problem, the hypothesis, and the importance of the research.	

A. Specific Aims
Suggested length: One or two paragraphs
State the hypothesis and specific aims.  List the long-term objectives and what the proposed research will accomplish.  

B. Background and Significance
Suggested length: One-half page
1. Sketch the background leading to this study, evaluate existing knowledge, and identify gaps this study will fill.  State the importance of the research by relating the specific aims to the long-term objectives.
2. Briefly describe pre-clinical and clinical data, and any other relevant information to justify the research.
3. Briefly provide an account of previous studies and/or information that establishes the experience and competence of the investigator to pursue the protocol.

C. Research Design and Methods (What, When, How, Where)
This section should explain the basic components of the study, answering ‘What, When, How, and Where’ questions as they apply to the research. Tables, graphs, or other visual aids may be used.
1. Identify sources of research material in the form of records and/or data from interaction with participants.
2. Describe study design, including sequence and timing of study procedures. Distinguish research procedures from those that are routine. 
3. Include the study duration and number of study visits required.
4. Include all sites where research activities will be conducted (consenting, interventions, chart reviews, data analysis, etc).
a. Indicate that all required approvals are already obtained or will be obtained at each research location prior to project implementation.
Note for non-OCU sites: If the site is engaged in research, an IRB must provide oversight. If the site is not engaged in research, a letter of support from the site is required.
5. Indicate whether relevant research results, including individual research results, will be disclosed to participants. If so, under what conditions?
6.  INCLUDE ONE OF THE FOLLOWING STATEMENTS:
a. Identifiers might be removed and the de-identified information may be used for future research without additional informed consent from the subject.
b. The subject’s information will not be used or distributed for future research studies even if identifiers are removed.

D. Inclusion / Exclusion Criteria
1. List the criteria that will define who will be included in the study
2. List the criteria that will define who will be excluded in the study. 
3. If any vulnerable populations are indicated in this study, you must include the population’s information here. 
4. Provide early termination criteria.

E. Recruitment and Enrollment
In this section, address how you will recruit and enroll participants.
1. Describe the plans for recruitment.
a. Methods to identify and recruit potential participants
b. If this is a multicenter study where subjects will be recruited by methods not under control of the local site (call centers, national advertisements), indicate this here.
2. Describe the consent procedures to be followed (Ex. screening procedures, consent documentation, the process and rationale for the consent form being mailed to participants, the process for obtaining consent when a waiver of signed consent is obtained, etc.).
3. Describe the location where consent is most likely to take place (Ex. will consent be obtained online, will consents be mailed with follow-up meeting to discuss the consent, etc.)
4. Describe provisions for recruiting non-English speaking participants. 
5. Describe measures to decrease participant coercion (Ex. allowing adequate time to review the consent, avoid recruitment of your own private patients – or have a qualified assistant assist with the consent of these individuals, avoid recruiting employees or staff to serve as controls, etc.).

F. Risks and Benefits
1. Describe risks and assess their likelihood and severity.
a. Risks may include physical, mental, social, financial, etc.
2. Describe procedures for protecting against or minimizing potential risks.
a. Address measures instituted to protect the privacy and/or confidentiality of participant PHI (Ex. locking cabinets for participant records containing PHI, use of password protected programs, limited access, etc.).
3. Describe potential benefits and importance to the participants and others.
4. Discuss why risks are reasonable in relation to benefits.	

G. Multiple Sites
1. If this researcher is the lead researcher involving multiple sites, describe the roles of each site in the study. Specify which site will serve as the lead site, if appropriate.
2. Indicate whether all required approvals are already obtained or will be obtained at each site prior to site activation. 
3. Describe the processes in place to ensure successful coordination of activities among sites. (Ex. How will all sites have the most current version of the protocol, consent form, and other materials?) 
4. If the study involves Single IRB review, provide a communication and oversight plan for the collaborating sites, including the following:
a. What research activities will occur at each site
b. The communication plan with the sites (Ex. How will all sites have the most current version of the protocol, consent form, and other materials?)
c. The plan for ensuring study and regulatory compliance of each site.
5. Describe how information management related to risk, interim reporting and implementation of amendments will be carried out.
6. Confirm that all non-compliance with the study protocol or applicable requirements will be reported in accordance with policy and/or reliance agreement.

H. Statistical Methods   
Provide biostatistical design, power calculations determining the number of participants, and the proposed analysis.  
a. When appropriate, a statistician should be involved in study design, sample size planning, and statistical method.

I. Data and Safety Monitoring Plan  
All protocols must have a Data and Safety Monitoring Plan (DSMP).  
For some minimal risk studies, addressing Privacy and Confidentiality may meet requirements.   
1. For minimal risk studies, describe the plan to periodically evaluate the information collected regarding risks or harms to determine whether participants remain safe (ex. What is your plan to monitor severity if collecting data on depression or suicidality?). 
2. What information/data are reviewed, including safety data and untoward events? 
3. How the safety data be will collected (case report forms, study visits, telephone calls with participants)?
4. The frequency of data collection, including when safety data collection starts. 
5. The frequency or periodicity of review of cumulative data. 
6. Describe conditions where the research team may intervene and the plan for intervention (ex. a participant identifies harm to self or others). 
7. Describe conditions that might trigger an immediate suspension of the research. 
a. Adverse event (AE) grading  
b. Plan for unanticipated AE reporting 
c. Plan for annual reporting of AEs 

J. Data Sharing
1. If data will be shared with an outside entity, name the outside entity and describe/identify the following:
a. The process for data transfer;
b. Whether the data shared is identifiable, coded, or de-identified. If the data to be shared will be identifiable, you must provide a justification;
c. How the data will be used (Ex. research purposes, teaching, etc.).
d. Whether an agreement is in place (Ex. Data Use Agreement). 

K. Confidentiality 
Research records must be maintained for inspection of government agencies, the sponsor, the University, and other applicable entities. S
1. Where and how data will be stored.
a. Specifically, state where the study records will be stored (electronic and paper study documents including signed consent and/or Forms).
2. How long the data will be stored.
3. If departments or entities outside of research team will potentially have access to the data, explain here.
4. How data will be transported.
5. The state of the data (will it be identifiable, coded, or de-identified, and at what point)
6. Other considerations:
a. Verify that University IT Security requirements for research software development or use of mobile devices in research have been met
b. Verify that use of the Cloud and external data storage meet university requirements

L. Literature Cited
Suggested length: No more than 12 references Names of all authors, title, book or journal, vol, page, year.

M. Appendices

VI. CERTIFICATION/SIGNATURES 
I certify that the information contained herein (application, research protocol and consent form, if required) is true and correct, and that I have received approval to conduct this research project from all persons named as collaborating investigators and from officials of the project sites. 

I understand that as the Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of rights and welfare of human subjects, and strict adherence to any stipulation applied by IRB.  

I agree to comply with all OCU policies and procedures, as well with all applicable federal, state, and local laws regarding the protection of human subjects in research, including, but not limited to the following:
· performing the project by qualified personnel according to approved protocols,
· implementing no changes in the approved protocol or consent form without prior OCU IRB approval, 
· obtaining the legally effective informed consent from human subjects or their legally responsible representative, and using only the approved consent form, and
· promptly reporting significant adverse effects or problems to the OCU IRB.

I also agree and understand that informed consent records of the participants must be kept for at least three (3) years after the completion of the research. 
Include Original Signatures (No Reproductions) and Dates in the Spaces Below
	Principal Investigator
	
	Date
	

	Co-Principal Investigator
	
	Date
	

	Additional Researcher
	
	Date
	

	Additional Researcher
	
	Date
	

	Additional Researcher
	
	Date
	

	Department Chair/Program Director
	
	Date
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