FREQUENTLY ASKED QUESTIONS

1. What types of projects must faculty submit to the IRB?

The human subjects review process applies to all research involving the use of human subjects.  This applies to research that is funded or unfunded; research that is undertaken by faculty, staff or students at FGCU; research done on the property of or using the facilities of FGCU; and/or research using university personnel or students as subjects.

2. What types of course activities do not require IRB approval, and can I make that decision?

Course activities which use human subjects (including individuals outside the classroom setting) are exempt from review as long as the purpose is purely pedagogical and the results are intended solely for use within the university community.  If the results have the potential for public dissemination, IRB approval must be obtained.  Anonymous classroom assessment techniques of students for the purpose of improving classroom instruction would be considered exempt from IRB review.  If the activities clearly fall within these criteria then the instructor/investigator could make this determination.  If the instructor/investigator is not clear on the status of the project or would prefer that the IRB decide such status of the project, the instructor/investigator can submit the proposal to the IRB for review.

3. Do students undertaking a project as part of a class assignment require IRB approval?

Certain types of survey research, conducted as a portion of a specific course, do not require IRB approval.  This includes research where the responses of participants are not identifiable by name or description, and where the survey is seeking opinions about various topics.  In cases where the participant is not asked to reveal personal experiences or behaviors, IRB approval is not necessary.  

When survey research is conducted as a portion of a class where a participant is asked to disclose identifying information, IRB approval is required.  Further, survey research that seeks to identify participants only within a specialized population or investigates a variety of sensitive areas (available in the FGCU Human Subjects Research Policy) requires approval.   

For all student research conducted as a part of a course, the protocol must be reviewed and approved by the course instructor, department head, and college dean.  

All other research conducted with human subjects as part of a course will require normal IRB approval.  

4. My project involves a community partner.  Do I need FGCU IRB approval?

Partnering with a community member in no way alters the FGCU employee’s responsibility to participate in the IRB review process. All policies regarding the review and safeguards for research participants must be maintained in accordance with standard policy.  

In some cases, a community partner may have their own institutional review board.  In these cases, the community partner may require adherence to policies that are more protective of a participant’s rights than FGCU policy, and FGCU employees would be expected to comply with those policies.  If an outside review board sets policy that is less stringent than FGCU policy, all employees will be required to adhere to the policy of FGCU.  

5. Who determines that a project is exempt?

Final determination as to whether a research project is exempt from IRB review is determined during the Technical Review process following initial submission.  

6. What happens if my IRB application is not approved?

You are not authorized to start your project, but you may reapply with recommended changes.  

7. What happens if I do not agree with the committee?

You may reapply with recommended changes.  

8. I have a sponsored project for an outside organization that must be done within a tight time constraint.  Do I need approval and if so, how long will it take?  Will review force me to reject the funding?

Sponsored projects are treated as any other research projects.  How long it takes depends on which level of review is required.  Technical Reviews are conducted weekly.  The normal review process on a complete application may take three to six weeks; modifications to the application will extend this process.  

Yes, unless approved, funding may have to be rejected.  

9. I submitted a protocol for review because it was part of an externally sponsored project.  The external sponsor did not fund my project.  What do I do?  

If you decide not to conduct the research, you should inform the IRB in writing and the IRB file will be closed.  

Many agencies provide investigators with feedback about grant applications that are not funded.  If you incorporate any of the suggested modifications into your research protocol, it will be necessary to obtain IRB approval on the new research protocol.  Obviously, re-approval would be necessary with any change in the subject informed consent form.  

10. I intend to use some standardized intelligence test, (attitudinal or aptitude tests) in class for research purposes; do I need approval?

A protocol would need to be submitted to the IRB for Technical Review.  

11. My potential subjects do not speak English in the home; how do I ensure they understand informed consent?  

To obtain Informed Consent for a non-English speaker to participate in research, the subject should be asked in his or her own language for consent/assent to participate.  Informed Consent form should be written in the subject’s home language.  OR  Consent of a guardian who speaks the subject’s language and understands the subject’s linguistic culture is needed for any non-English speaker because the subject is not capable of giving fully informed consent.  Assent of a non-

English speaker who is minor may be obtained verbally however, if assent of the subject is to be obtained verbally, the submission should include a description of how the investigator will ask for assent from the minor subject.  

