PROTOCOL GUIDELINES

The principal investigator must provide a complete written description of the proposed research. This document is called a protocol. The protocol must include a discussion of the relevant human subjects protection issues in the study.  

The title on related IRB submissions (e.g., applications for new study, changes in procedure, research progress reports) must match the title of the protocol.

The following are the components of a protocol:

1. The rationale for the study. That is, an explanation of the area of current scientific concern and why the research is needed;

2. A description of existing research and information that is already known on the topic;

3. The research questions;

4. The information that is needed to answer the research questions;

5. The sources of information, such as the size and type of sample;

6. The time and sequence of the research phases;

7. The expected results of the research, such as reports, materials, discussion papers, and contributions to theory;

8. A description of the roles of the principal investigator, co-investigators and other study staff;

9. Research references;

10. The risks to the subjects;

11. Any experimental procedures;

12. The potential benefits to subjects;

13. The anticipated number of subjects;

14. The consent process;

15. A copy of the proposed informed consent;

16. When potentially vulnerable subjects will be enrolled (e.g., children, prisoners, the cognitively impaired, institutionalized or critically/terminally ill), include a discussion of additional safeguards;

17. And an identification of an equity or consultative relationship that the principal or co-investigators has with a non-USF entity related to the protocol, that might be considered a real or apparent conflict of interest.

If you have any questions, please call 974-5638.
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