
IRB Tip: Subject Inclusion/Risks/Suicidal Ideation Language

in Social and Behavioral Research

guidance for implementing federal and institutional IRB policies 
1.
Criteria for inclusion of subjects: 

If the subject(s) of the proposed research will be exposed to any psychological

intervention such as contrived social situations, manipulation of the subject's attitudes,

opinions or self-esteem, psychotherapeutic procedures, or other psychological influences,

the following must be provided in the appropriate item of the Research Plan:

1. Identify and describe in detail the psychological intervention.

2. Identify and describe in detail the behavior expected of subject(s) and the

context of the behavior during the psychological intervention.

3. Describe how data resulting from this procedure will be gathered and recorded.

4. Identify anticipated and possible psychological, or social consequences of this

procedure for the subject(s).

5. Indicate the investigator's competence and identify her/his qualifications, by

training and experience, to conduct this procedure. If the PI lacks these

qualifications, a qualified co-investigator must be named.

2.
Examples of risks:

· Is there potential for emotional stress, boredom, or fatigue?

· If there is a potential for subjects to become upset, and thus require psychological or medical attention as a result of the research procedures, then a means of supplying this attention must be addressed.

· Is there potential for a loss of confidentiality about the information given by the subjects and how serious would loss of confidentiality be for the subject?  Consider breach of confidentiality or privacy as a risk for all study participants.

· Does the research create potential social stigmatization, physical harm to subjects such as potential abuse, legal action by authorities if subject information, responses to survey questions, etc., become known outside of research?

· Are there potential risks to the subject related to the political, social, or economic context in which they live?
3.
Suicidal Ideation Template Language
Insert the following language in the “Confidentiality” section of the informed consent document:

“During the research, if we learn you are having thoughts about suicide or hurting yourself or others, the research staff will ask you more questions about your thoughts. Based on your response, the staff may provide you with help to get treatment. This may include:

· working with you to contact your doctor, 

· contact a trusted family member, or a therapist to discuss your thoughts,

· or work with you on a plan that may include getting you to a hospital for safety.”

1. Explain how screening data will be reviewed to determine if it meets criteria for a potential suicide risk. The Investigators should review the available literature on the specific assessment instrument, and follow recommended guidelines for scoring and interpretation of depression severity and/or suicide risk.  

2. Provide verification the person making the assessment regarding suicide risk is qualified to do so. If key study personnel are not qualified to complete the evaluation, please identify a trained individual to serve in this role. 

3. If the screen is positive, state how the assessment of suicide risk will be conducted.

4. If the participant is believed to be at risk, state the action that will be taken to protect the participant.
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