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RESEARCH DETERMINATION FORM
1. Project Title:      
2. Principal Investigator(s):      
3. If the Investigator is a student, name the faculty advisor:      
4. Email address of Principal Investigator(s):      
5. Name of anyone else involved in the research administration/data collection:      
6. Duration of the Project (approximate starting date and completion date of data collection):      
7. Describe your Project, including who your participants will be, how they will be recruited, and what they will be asked to do:      
8. What is the aim or purpose of your project?      
9. Please describe any research hypotheses or specific research questions that you are investigating.      
10. What is your intended end product?      
11. Do you plan to present the results of your project? If yes, to what audience will these presentations be directed?      
12. Do you believe that the results of your project could inform public policy or lead to generalizable research hypotheses in the future? Yes/No – Please explain your response.      
 
Electronic Signature(s):
Principal Investigator:      						Date:      			
Faculty Instructor (DMin only):      			    	       	Date:      
Faculty Advisor:      			    	       	                        Date:      			





[1] To clarify research that involves human participants, but does not qualify as regulated human subject research, we provide the following two examples: 
1. An oral history project documents a life event of particular importance (e.g., talking to a group of people who founded a particular church about their experiences, talking to individuals about their experiences in a particular group or organization, talking to people who witnessed a particular historical event). In this case, your primary goal is to document the experiences of these people and to record them so that they are preserved for others. This activity is NOT regulated research because the outcome of this project is historical, and is not intended to contribute to generalizable knowledge. If you are trying to learn lessons from the particular group that you are studying with the intention of generalizing those findings to other people and/or organizations this could be regulated research, and you may be asked to complete a full application.
2. A particular church develops a program that meets some identified need (e.g., welcoming new members, bringing lapsed members back into the church). This activity is NOT regulated research because the outcome of this project is specific to addressing a need in one particular church. If you want to generalize about the effectiveness of your designed program beyond your location to other churches or organizations. You would need to compare implementation of the program to situations in which no program was implemented (control group); you would be conducting regulated research. [This information is modified from the Drew University Institutional Review Board “What is research” for theological school student documentation.]

INSTRUCTIONS 
Research is defined in the Office of Human Research Protections’ (OHRP) regulations (45 CFR 46.102(d)) as follows:
 
Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.[1]
 
This form along with the Risk Assessment Rubric are designed to help you and the Human Subjects Committee (HSC) determine whether your proposed project meets this specific definition of research with human subjects. The HSC is the body that makes this determination.
 
If you are conducting human subject research as it is defined by OHRP and your Risk Assessment Rubric shows all items in the “minimal risk” category, you only need to submit this form along with the Risk Assessment Rubric to the HSC. You will then await determination from the HSC as to whether you will need to complete the full Human Subjects Review. In all other cases, you are required to complete and submit the full Human Subjects Review to the HSC.	Comment by Kate Ott: @mark, I'm seeing where the misunderstanding was with this during our conversation. If the rubric shows minimal risk they do need to file this form!  If it is risk without benefit or maximum risk with benefit they have to file the full application and not this form.  It is the reverse of what we say here. 

It would be more accurate to say: 
shows all items in the "minimal risk" category, you need to file this form and the risk rubric. You will await word from the HSC to determine if you need to complete the full application. In all other cases, you should complete the full Human Subjects Research Application Form. 

The point of this form is to reduce and clarify the full application process as there are some projects that are NOT regulated research per the footnote, but we still need a record of them on this form to show the HSC made a determination given all Human research, even when it falls into the unregulated OHRP categories, should be noted with the HSC especially when it is for a doctoral degree. But not all human subject research rises to the level of REGULATED research and thus does not need a full application.  That's the major change.	Comment by Ron Anderson: This is now very clear!
 
The completed form must be submitted directly to the HSC Chair in electronic format.
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