If sections of this template are not applicable, delete them.  If sections of this protocol are addressed in the IRB application (IRB Manager submission), state that the information is in the IRB application.  Delete these instructions from the final version of the protocol.

PROTOCOL TITLE:  (Include the full protocol title and version # with date)


PRINCIPAL INVESTIGATOR:


STUDENT INVESTIGATOR (complete this section only if the project is student-initiated):
Name:
Department:

	Are you an:
	☐ Undergraduate Student
	☐ Graduate Student or Medical Student	

  
OBJECTIVES:
(Describe the purpose, specific aims, or objectives. State the hypotheses to be tested.)


BACKGROUND:
(Describe the relevant prior experience and gaps in current knowledge.)

(Describe any relevant preliminary data.)

(Provide the scientific or scholarly background for, rationale for, and significance of the research based on the existing literature and how it will add to existing knowledge.)

[bookmark: _Toc500242047][bookmark: _Toc494705010]PROCEDURES INVOLVED:
(Describe and explain the study design.)

(Provide a description of all research procedures being performed and when they are performed, including procedures being performed to monitor participants for safety or minimize risks.)

(Describe:
· Procedures performed to lessen the probability or magnitude of risks.
· Delineate which procedures are considered standard of care and which are considered research related. (For example, if the frequency of CT scans is within standard of care, this should be indicated) 
· The source records, including medical or educational records that will be used to collect data about participants. (Attach all surveys, scripts, and data collection forms.)

(What data will be collected during the study and how will that data be obtained?
· If there are plans for long-term follow-up (once all research related procedures are complete), what data will be collected during this period.)

(Audio/Video Recording/Photography:  If applicable, describe:
· the type of recording/photography being utilized
· why the type of recording is necessary to the research
· how the recordings/photograph(s) will be utilized in the research (e.g., data analysis only)
· how and where the recordings/photograph(s) are stored, who has access to them, and if/when they will be destroyed.)

(Artificial intelligence, Machine Learning, Deep Learning algorithms, Generative AI) 
If applicable, describe and provide the relevant details:

STUDY TIMELINES
(Describe:
· the duration of an individual’s participation in the study or
· the duration that you intend to collect data from records or other sources

[bookmark: _Toc500242051]INCLUSION AND EXCLUSION CRITERIA
(Describe:
· how individuals will be determined to be eligible for the study,
· the criteria that define who will be included or excluded in your final study sample,
· specify if you will include or exclude any populations from the research and justify the exclusions

[bookmark: _Toc500242054]RECRUITMENT METHODS
(Describe when, where, and how potential participants will be recruited). Your recruitment plan should incorporate methods that specifically address, and detail how potential participants from particular racial and ethnic groups/under-represented populations (with respect to the study) will be recruited. This is to ensure that the recruitment plan is representative of the eligible population within the location at which the research is being conducted, and considers the impact of the research on all such populations).

(Describe the methods that will be used to identify potential participants.)

(Describe materials that will be used to recruit participants. (Attach copies of these documents with the IRB application. For advertisements, attach the final copy of printed advertisements.) 

(When advertisements are taped for broadcast, attach the final audio/video file. You may submit the wording of the advertisement prior to taping to preclude re-taping because of inappropriate wording, provided the IRB reviews the final audio/video file.)



SHARING RESULTS WITH PARTICIPANTS

[bookmark: _Toc494705011]If applicable, describe how the results of the study will be shared with participants.

PROVISIONS TO PROTECT THE PRIVACY INTERESTS OF PARTICIPANTS
(Describe the steps that will be taken to protect participants’ privacy interests. “Privacy interest” refers to a person’s desire to place limits on whom they interact or whom they provide personal information.)

(Indicate how the research team is permitted to access any sources of information about the participants.)


[bookmark: _Toc500242060]PROVISIONS TO MONITOR THE DATA TO ENSURE THE SAFETY OF PARTICIPANTS
(This section is required when research involves greater than Minimal Risk to participants.  If minimal risk, note as N/A.)

(Describe:
· The plan to periodically evaluate the data collected regarding both harms and benefits to determine whether participants remain safe. The plan might include establishing a data monitoring committee (DSMB/DMC/IDMC) and a plan for reporting data monitoring committee findings to the IRB and the sponsor.
· The frequency of DSMB Meeting.
· What data are reviewed, including safety data, untoward events, and efficacy data.
· How the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with participants).
· The frequency of data collection, including when safety data collection starts.
· Who will review the data.
· The frequency or periodicity of review of cumulative data.
· The statistical tests for analyzing the safety data to determine whether harm is occurring.
· Any conditions that trigger an immediate suspension of the research.)
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