Preparing the Protocol Document for eIRB

· Prepare a 1-3 page description of the study that will serve as your Protocol Document in eIRB, giving background information and details on the proposed research. As you go through the eIRB application, you may cut and paste from your Protocol Document into the application to provide the information requested.

· Use the headers below (e.g., Study Title, Background and Purpose, etc.) to organize your document and ensure that you provide all the necessary information. 
· Upload Word or pdf documents of questionnaires, surveys, and/or interview questions along with the protocol document in Study Identification—Part 2, 9.0.  Other documents such as informed consent/assents, recruitment materials, school approval memos and debriefing scripts are uploaded in other sections of the application (e.g., debriefing script in the section on deception). 

Study Title

Background and Purpose 

· What is the scientific background for this study as it relates to your proposal? Include your hypothesis in this section. 
· What is your motivation for choosing this topic to research? What question(s) are you trying to answer?
Key Personnel 
· Who will be working on this study besides the principal investigator (faculty advisor), including the translator or interpreter if the research involves non-English speaking subjects?
Research Site
· Include details on the research site (e.g., public high school in Forsyth County, NC).
· If research is conducted in a foreign country, include information on your experience and knowledge of the culture and language and the human protections programs in place in that country.

Participants (study population) 

· Inclusion criteria

· Exclusion criteria. If participants are systematically excluded by gender, race/ethnicity or age, provide a scientific justification for the exclusion.

· Sample size 

· Recruitment  (submit advertisements, recruiting scripts)

Methodology
· Design

· What kind of tasks will participants complete? How long will it take?  

· If deception is involved, briefly describe and justify.
· If compensation (monetary, gift or course credit) is provided, briefly describe and justify.  Remember, compensation is not considered a research benefit.  

· Justify any medical or other procedures, not usually associated with social/behavioral research, and describe the procedures, including safeguards. 

· If research is being conducted in schools, describe how details of the study will be communicated to parents/guardians and minors. If part of an in-school study (preschool, elementary, middle or high school), describe how permission will be obtained from school officials/teachers and indicate whether the study will be a part of the normal curriculum/school process. Upload the approval from the school system when you receive it.
· If you are conducting cross-cultural research overseas that involves non-English speaking research participants, include justification for the research in that country and information on the local research context (socioeconomic, political and cultural factors), the expertise of the researcher and advisor including language ability and local contact.

· What kinds of records will be reviewed (specifically what data will be extracted after permission and informed consent are secured)?  How will data be analyzed, including, as appropriate, statistical analysis?

· Risks/Benefits (45 CFR §46.111): 
· Is there minimal risk from physical, mental or social discomfort? Describe the risks and steps taken to minimize them. Justify the risk undertaken by outlining any benefits that might result from the study, both on a participant and societal level. 
· If the risk to the participant is more than minimal, how will data be used and analyzed to protect the participant? 
Protection of Participants (45 CFR §46.111(a)(4-5))
· Informed consent and assent or waiver of consent or assent. Describe how the consent process will occur. 

· Note that with cross-cultural research (whether domestic or foreign), consent/assent documents and related surveys/questionnaires in the primary language of the participant must be uploaded in eIRB in the appropriate subjects (e.g., sexual activity, drinking practices), what safeguards are in place to offset any discomfort, etc.?

· How will you guarantee confidentiality and privacy for participants? 
· Will individuals be identifiable in your data? Provide rationale for recording individual identifiers. Is this information identifiable through links, such as coded information or pseudonyms?

· Who will have access to the research data?

· Where and how will research data including electronic data be secured? How long will data be maintained before being destroyed?

· Reporting adverse events or unanticipated problems

Retention of Research Records 
The IRB requires investigators to keep their IRB letters of approval, signed consent/assent forms and research data for as long as they are scientifically valid (but at least 3 years after study closure) before destroying them. 

