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Determination of Human Subjects Research

Use this form to determine whether or not your project is research on human subject.

Today’s Date:
[bookmark: _GoBack]     
Project Title:
     

Principal Investigator:      
Department:      	email:      	Address:                     phone:      

Co-Investigator or Student Investigator:      
Department:      	email:           Address:                      phone:      


Research

1. Is the activity a systematic investigation, including research development, testing and evaluation? 
Systematic investigation-carried on using step-by-step procedures organized according to a set of interrelated ideas or principles. These find their expression in the objectives of the research and in the research plan. Note: a case study is not systematic; a case series may be systematic if comparisons of sub groups are made.
|_| Yes
|_| No

2. Is the activity intentionally designed to develop or contribute to generalizable knowledge?
Generalizable knowledge builds the knowledge base of the professions in some material way. The outcomes must have some predictive value so the concepts or principles elucidated by the research can be applied to other circumstances. Knowledge that can generalize to a population beyond the specific sample.
|_| Yes
|_| No

If you answered yes to both questions 1 and 2 the activity meets the DHHS 45 CFR 46.102 definition of Research, continue to next section. 

Human Participants

1. Is the data you are planning to obtain about living individuals?
About whom examples: identifiable information regarding the subject’s opinion, thoughts, actions, practices, medical information or school records. Information gathered solely about an organization, historical event, or processes and not the individual him/herself is not “about living individuals”.
|_| Yes
|_| No

2. Are you planning to obtain the data through interaction?
Examples of data obtained through interaction: physical procedures performed on those individuals, manipulation of those individuals, communication with those individuals, interpersonal contact with those individuals.
|_| Yes
|_| No

3. Is the information you are planning to obtain private or individually identifiable information?
Private information: the information is about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place or the individual has provided the information for specific purposes and can reasonably expect that the information will not be made public (e.g., medical record, chart reviews)
Individually identifiable information: the identity of the individual is or may readily be ascertained by the investigator or the identity of the individual is or may readily be associated with the information.
|_| Yes
|_| No

If you answered yes to question 1 AND either 2 or 3 the activity involves human participants and is subject to IRB approval. Please submit an application to humansubjects@usd.edu

Please contact the Office of Human Subjects Protection at 605-677-6184 with any questions.

If you would like a letter stating determination by the IRB that your project is or is not Human Subjects Research please submit this form to humansubjects@usd.edu.
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