DRAFT
Guidelines for Preparing Form RO Research Outline

The IRB requires that a description of the planned research be submitted that adheres to the following outline. Please replace the bulleted items below with information from your specific study.

Rationale and Aims
· Provide a brief overview of the study’s background and significance (citing relevant research).. 
· State the purpose and goals of the study. If applicable, include hypotheses.
· Identify what is expected to be learned or discovered from the study.
· Briefly indicate the intended final product of the research (e.g., Master’s thesis, Honors project, conference presentation, or journal article).

Methods and Procedures
Researchers must provide full, clear disclosure of all methods and procedures for IRB review to assess risks and benefits.
Protocol or Intervention
· If a protocol or intervention is being implemented, please provide an overview of the procedures. 
Recruitment
· Describe how subjects will be recruited.
· If flyers or signs are being used copies, then must be submitted with this application
· When recruiting from an outside organization, written permission from a senior administrator is required (acknowledgment, permission statement, position title, and signature/email)
· If using email, listserv, or social media recruitment:
· Submit the full recruiting statement/email with study details and participation requirements.
· When using individual emails indicate that the blind copy (bcc) feature will be used for privacy.
· When using social media, identify the site and specify whether it is open, restricted, or requires administrative approval. 
· When recruiting Le Moyne students via Registrar email lists, submit a “Request for Student Emails Form.” (emails released after IRB approval is granted)
Data Collection
· Describe how data will be collected (e.g., surveys, interviews, lab tests).
· Include data collection location and privacy measures to maintain confidentiality.
· Specify duration of subject participation
· Identify timeline for data collection (e.g., survey completion window).
· Indicate how data will be analyzed.
· Include copies of all survey questions; if using an online survey provide a link to the final version
· For online data collection commonly accepted platforms include: Amazon Mechanical Turk, Google Forms, Qualtrics, SurveyMonkey. Other platforms may require the researcher to submit additional information about platform and data security. 

Use of Deception
· Provide a rationale for using deception in the study
· When deception is used in a study, a debriefing is required.

Subject Population
· Clearly describe the subject population 
· Identify inclusion and exclusion criteria
· Justify inclusion of any special populations (e.g., children, individuals with mental disabilities, or others unable to give full informed consent).
· Provide a total number of subjects expected to participate.
· When planning on subgroup analysis,  please include an  estimated number of respondents  in each subgroup (e.g., by age, sex, race, occupation, etc.).

Potential Risks and Benefits for Subject Population
· Identify all possible risks — physical, psychological, social, legal, or other.
· Describe expected benefits to the patient, field, other researchers, and/or society and explain how benefits outweigh risks.
· Assess the likelihood and seriousness of each risk relative to benefits.
· Recognize that even minimal-risk studies face potential breaches of privacy/confidentiality.
· Describe potential risks to confidentiality throughout the research process. 
· For online surveys, include risks tied to internet use and external data storage.

[bookmark: _heading=h.4phvbn2p6nv0]Safeguarding Against Risks
· Describe safeguards for risks identified.
· Describe procedures to protect subjects’ well-being (e.g. screening high-risk individuals, providing access to medical or psychological aid, detecting and managing illness or distress during the study).
· Specifically provide information about resources or support  offered to participants involved in research with sensitive topics. 
· For online surveys explain how confidentiality and data security will be ensured during transmission of responses and storage on external servers or sites.
· For online surveys indicate if IP addresses will be masked.
· Indicate where data will be stored and who will have access to it. 
· Indicate how risks to confidentiality will be addressed.
· Please indicate how long records will be maintained (minimally 3 years after study completion for Expedited or Full Board reviews). For all studies, state what happens to data after study completion (exempt) or once the maintenance period ends (expedited and full).
· Describe how results will be presented to avoid identity disclosure, even when names are omitted.


Informed Consent Procedures
· Explain how, where, and by whom informed consent will be obtained.
· Detail how consent forms will be distributed and collected securely.
· Each participant must receive a copy of their signed consent form.
· Include a copy of the informed consent form with the IRB application.

References
· Cite any sources referenced in form RO.
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