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INSTRUCTIONS:
Depending on the nature of your study, some sections may not be applicable to your research. If so mark as “NA”.
As you are writing the protocol, remove all instructions in italics so that they are not contained in the final version of your protocol.
This completed form will serve as your protocol and must be uploaded in the protocol question in your RAP submission.  

	PROTOCOL TITLE:

	Include the Full Protocol Title


	PRINCIPAL INVESTIGATOR INFORMATION

	Name 

	Department

	Enter the PI’s Contact Number

	Enter the PI’s Email Address



 Is the PI a student?  
☐ Yes 
☐ No

Is this protocol for a Masters Thesis or PhD Dissertation?
☐ Yes
☐ No
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Some projects may not be research, or may be research but do not involve human subjects as defined by 45 CFR 46.102. At the University of Cincinnati, only the IRB can make the determination that a project does not constitute human subject research.  This form will be used to assist the IRB with this determination.  Completing this form does NOT guarantee a determination of Not Human Subjects Research.  If the IRB determines that you are engaged in Human Subject Research, a full submission using the HRP-503 TEMPLATE Protocol will be required.  The questions in section 1.1 will help you determine whether to use this form.  

1.1 Department of Health and Human Services (DHHS) Definition of Human Subjects Research

Does the research involve Human Subjects?  Is the study considered research? Select applicable: 


	☐	Human subject
	A living individual about whom an investigator (whether professional or student) conducting research obtains data through intervention or interaction, or the investigator will have access to identifiable private information.


	☐	Research
	A systematic investigation, which may include research development, testing and evaluation, and designed to develop or contribute to generalizable knowledge



Investigation: A search for inquiry or facts
Systematic: Having or involving a system, method, or plan
Generalizable: Expand the knowledge base of a scientific discipline or other scholarly field of study by any of the following (1) Contributing to a theoretical framework or established body of knowledge; (2) The primary beneficiaries of the study are other researchers, scholars, or practitioners; (3) Publication, presentation, or other distribute of the results is intended to inform the field of study; (4) The results are intended to be replicated in other settings

If both of the above boxes are checked, STOP and choose a different template since your study does not meet the criteria for a Not Human Subjects Research Determination under DHHS Regulations.

1.2 Food and Drug Administration (FDA) Definition of Human Subjects Research
Does the activity involve any of the following? Select Applicable:
	☐	Drugs or Biologics
	The proposed research involves the administration of an article (e.g. drug, biologic, herbal preparation, dietary supplement, etc.) to a human where the article is intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease or is intended to affect the structure or any function of the body. For both FDA and non-FDA approved article.

	☐	Devices
	Any research that involves the use of a device (medical or other devices, approved or investigational) to test the safety or effectiveness of the device or the device is the focus of the research. Note: This includes research that will use human samples to test the safety or effectiveness of a device.

	☐	Data Collection
	Any research that involves the collection of data or other results from individuals that will be submitted to, OR held for inspection by, the FDA. In general this would include research that involves any data that will be provided (in any form) to a pharmaceutical, medical device or biotech company.

	☐	Specimens
	Any research activity where specimens (of any type) from individuals, regardless of whether the specimens are identifiable, are used to test the safety or effectiveness of any device (medical or other devices, approved or investigational) and the information will be submitted to, or held for inspection by, the FDA.

	☐	None of the Above
	None of the above describes my activity.



If any of the above boxes, except “None of the Above” are checked, STOP and choose a different template since your study does not meet the criteria for a Not Human Subjects Research Determination under FDA regulations. 
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	Please state the objective/purpose of this activity:


	Describe the purpose and/or objectives of the study
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	How, and/or from where, do you plan to gather the information?


	Describe where you are getting the data/information that you are collecting
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	How will the participants be recruited?


	If people are participating, how will you recruit them?
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5.0	Data Collection and Usage

	What data will be collected and analyzed? 

List information/objects/data that will be collected for this study and describe how those things will be used and/or analyzed.
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5.1 How will the results from this study be used?

Will you results be shared?  If so, with who and using what method?

1. Study Duration

	State the anticipated beginning and end dates of the study (or approximated length of data gathering activities:


	Outline the duration of the study and/or provide beginning and end dates.
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Select if applicable:

	☐	This study is for retrospective review.
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Is the risk to the individuals whose information you are using… Select and fill if applicable:

	☐	Minimal risk
	More than minimal risk explanation:

	☐	More than minimal risk
	If you selected more than minimal risk, please describe what the risk is.
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	9.1 Is the primary intent of this project to benefit/improve the care of patients or a process or program at UC/UC Health? If so, please describe what patients, process or program this activity will help develop or improve.

If this project is for UC/UC Health, please explain.

9.2 If not, please explain the intention.


	If this project is not intended for UC/UC Health, please explain.
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	10.1 As a part of this project, will you be receiving, collecting, assessing data that can be linked to identifiers of human subjects?


	Will any of the data or information be identifiable or possibly be linked to identifying information?
	
10.2 Will you have access (even if it will not be used) to identifiable information?

Please explain how you or the study team members will have or use this access 




[bookmark: _Toc71119909]Protection of Data

	11.1 What security measures will you take to protect information from improper use, disclosure, or reuse?

	Please describe how the data will be handled and stored to protect the information collected.
	
11.2 When and how do you plan to destroy the data? If you do not plan to destroy the data, please give rationale. 

	Describe your plan to destroy data/information collected or explain why if you will not destroy the data. 
	
11.3 What identifiers will be collected?

	Explain what identifiers (names, DOB, SSN, MRN, etc.) will be collected during the study, if any.
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Where will the activities take place? Select all applicable UC/UC Health affiliated research sites or enter name under ‘Other’ if not listed:  

	☐	Barrett Cancer Center (Including IV Therapies & Pancreatic Disease Clinic
	☐	Infectious Disease Clinical Trial Unit (Holmes-UC)

	☐
	Blue Ash Campus
	☐	Kettering Laboratory

	☐	Cincinnati State Technical and Community College
	☐	Lindner Center of Hope

	☐	Clermont College
	☐	Liver Transplant Clinic (Medical Arts Building)

	☐	College of Allied Health Sciences
	☐	Medical Sciences Building

	☐	College of Arts and Sciences
	☐	Shriners Hospital

	☐	College of Business
	☐	Talbert House

	☐	College Conservatory of Music
	☐	UC Gardner Neuroscience Institute

	☐	College of Design, Art, Architecture & Planning
	☐	UCMC (Emergency Department, Inpatient, and Outpatient Units)

	☐	College of Education
	☐	UCMC NICU

	☐	College of Engineering
	☐ 
	University of Cincinnati Physicians (UCP)

	☐	College of Nursing
	☐	University Pointe Surgical Hospital

	☐	College of Pharmacy
	☐	VA-Cincinnati Medical Center

	☐	Crossroads Center
	☐	VA-Chillicothe Medical Center 

	☐	Drake Center
	☐	VA-Columbus Medical Center

	☐	Genome Research Institute (Reading Campus)
	☐	West Chester Hospital

	☐	Hoxworth Inpatient Unit
	☐	Other UC College Location:
 Click here to enter text.

	☐	Hoxworth Outpatient Clinics
	☐	Other UC Health Affiliated Clinic:
 Click here to enter text.

	☐	Infectious Disease Clinic (Holmes-UC Health)
	☐	External locations to UC or its affiliates. List locations on the “Research Locations” page in RAP.
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	13.1 List the funding source here. If the study is not funded, please mark NA.


		List name of funding source. 


13.2 Where are the funds being held?

☐ Funds are held in Sponsored Research Services from a grant or contract (held internally at UC)


	☐ Funds are from a department account (held internally at UC)

☐ Funds are held in a corporate account from a contract (held externally to UC)

☐ No funding
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