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Risks to Participants are minimized. 
· Risks include both the probability and magnitude of harm, including physical, psychological, social, legal, financial harms and/or other.

· Scientific review to determine that research design is sound:  

· Testable hypothesis

· Adequate summary of the literature

· Appropriate data collection to test hypothesis

· Adequate description of statistical methods

· Justification of sample size (power calculation)

· No unnecessary exposure to risks.

· Utilizes procedures already being performed for diagnostic or treatment purposes when possible.

· Risk Assessment:

· Study qualifies as minimal risk (risks are comparable to those ordinarily encountered in daily life or routine medical care).

· Study is greater than minimal risk

· Direct benefit to participants

· No direct benefit to participants

Risks to participants are reasonable in relation to anticipated benefits, if any, to participants, and the importance of the knowledge that may reasonably be expected to result.

· Anticipated benefits outweigh the expected risk 
· When research is more than minimal risk, benefits must be maximized/risks minimized and justified by the scientific merit.

· Only consider those risks and benefits which may result from the research as distinguished from those of therapies the participant would receive even if not participating in the research.

· Possible long-range effects of applying knowledge gained in the research (e.g., changes in public policy) should not be considered among the research risks and benefits.

Selection of Participants is Equitable.

· If populations requiring special consideration will be involved, include the appropriate population checklist.

· Is participation restricted by age, gender, minority status, pregnancy status or other criteria and is that restriction justified by the nature of the research?

· Is the participant population compromised by taking into account the purposes of the research or the setting in which the research will take place?
· Participant compensation is fair and would not create a potential undue influence.

Informed consent will be sought from each prospective participant or the participant’s legally authorized representative or surrogate.  

· Consent of participant, LAR, or surrogate will be obtained.  Attached consent checklist.

· Consent waived.  Attached waiver of consent checklist.

· Are there third party participants?  If so, will consent be obtained or waived?

· Is there deception involved?  If so, is it justified by the research and will participants be debriefed after participation or study conclusion?
· Recruitment plan presents research accurately and does not over-emphasize compensation and/or benefits.

Informed consent will be appropriately documented.

· Full consent form to be signed by participant, LAR, or surrogate.
· Short form consent will be used. 
· Qualifies for waiver of documentation of consent.  Attach waiver checklist.

The research plan makes adequate provisions for monitoring the data collected to ensure the safety of participants.

· A formal Data and Safety Monitoring plan is not needed due to the nature of the research; PI will monitor the study and review data.

· Is a Data and Safety Monitoring Plan needed and included?  Is it adequate based on the risk?

· Does the monitoring plan include provisions for incidental findings?

There are adequate provisions to maintain confidentiality. 

· Are there risks that could be further minimized by better data confidentiality/security?

· Are all identifiers being collected necessary?

· Will identifiers/code be maintained after completion of the study and if so is this justified, and will the data be adequately secured?

· Will sensitive information be collected and retained?  Should a Certificate of Confidentiality be pursued?
Does the study require review more often than annually?

· Is there uncertainty in the risks such that the IRB should review this project more frequently than annually?
· Are there other reasons to consider that the IRB review this project more frequently than annually?  
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