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Normandale Community College IRB Non-Research Determination Form
Form Instructions
Fill out this form if you believe your project is not research and does not need IRB approval. The IRB will review your form and issue a “Not Research” letter if your project does not meet the definition of human subjects research under federal guidelines or will direct you towards filling out an IRB application if your project does meet the definition of human subjects research. The IRB makes the final determination of if your project is subject to IRB approval or not.

All forms must be typewritten, signed, and submitted via email to IRB@Normandale.edu. You will receive a Human Subjects Research determination letter or a request for additional information usually within one week of submission.

Fill out the following form as completely as possible:

Person and Project Information
Name:
Phone Number:
Email:
Date:
Project Title:
Description of Project (give a one to two paragraph giving an overview of the project): 
Description of Project's Procedures (describe how you will obtain the information needed for the project and analyze the information obtained in as much detail as possible):
Determination of Human Subjects Research
Human Subjects Research Definition Information

An IRB must approve research projects that meet the definition for human subjects research under the Office for Human Research Protection (OHRP)'s "Common Rule." There are two general requirements for a project to be considered human subjects research.*

The first requirement is that the project must meet the definition of research under the federal guidelines. 

Research is defined as a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. (45 CFR 46.102(l)) 

The second requirement is that the project must involve human subjects. A human subject is defined as a living individual about whom an investigator conducting research (1) (i) Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or (ii) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens (45 CFR 46.102(e)).

Research Definition Questions

1. Is your activity an investigation? (An investigation is a formal inquiry or study that searches for facts)
☐Yes	☐No
2. Is your activity systematic? (A systematic project is done according to a fixed plan or system; is methodical; or has a set structure)
☐Yes	☐No

3. Is your activity designed to develop or contribute to knowledge? (Develop means form the base of future work or information, contribute means to add to existing work or information, knowledge means truth, facts or information)
☐Yes	☐No

4. Is the knowledge gained from your project generalizable? (Generalizable means widely or universally applicable)
☐Yes	☐No

5. Provide any additional information about your answers to the questions above that might be helpful to the IRB in its determination:

Human Subjects Definition Questions:

1. Does your project involve collecting information from/about living individuals?
☐Yes	☐No

2. Does your project involve intervention or interaction with those individuals? (Intervention includes both physical procedures (e.g., blood draws) and manipulations of the person or their environment; Interaction includes communication or interpersonal contact between the investigator and the individual.)
☐Yes	☐No

3. Does the information collected for your project contain individually identifiable data or specimens? (Identifiable information is information/samples for which the identity of the person providing it can be readily ascertained or associated with the information. This includes coded information -information where identifiers have been replaced with other non-identifier information-IF the researcher has access to the key that shows which identifiers have been replaced with which codes.)
☐Yes	☐No

4. Is the information collected for your project considered private? (Private means behavior that occurs in a context where the person can reasonably expect that no observation or recording is taking place as well as information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public (e.g., a medical record).)
☐Yes	☐No

5. Provide any additional information about your answers to the questions above that might be helpful to the IRB in its determination:

Signature
[bookmark: _GoBack]I certify that the information provided in this form is complete and correct.

*This form is not set up to determine if projects meet the determination of human subjects research under the Department of Health and Human Services, the Federal Drug Administration, Department of Defense, or Veteran's Affairs requirements. If your project will be funded by, or report to, these organizations, contact IRB@Normandale.edu to set up an individual consultation.
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