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	SUPPLEMENT Suicide Risk Mitigation Plan
 

	

	


[bookmark: INSTRUCTIONS]PURPOSE and INSTRUCTIONS
This supplement should be used with the GUIDANCE Participants at Risk for Suicide to describe a plan for monitoring, assessing and responding to potential risks for research in which subjects are likely to disclose that they are experiencing suicidal thoughts or behavior. If there is a Suicide Risk Mitigation Plan already described elsewhere, such as a DSMP, that may be submitted instead of this supplement, so long as it provides all the relevant information requested below.
Upload this completed Supplement to your Zipline application on the Study-Related Documents SmartForm for multi-site studies or the Local Site Documents SmartForm for single-site studies. It is not required for studies that will be reviewed by an external IRB instead of the UW IRB.

	Click or tap here to enter text.

Study Title:

TYPE OF RESEARCH
1. Use the framework table in the guidance to determine which type of research you are conducting as it relates to possible or probable information about suicidality. Select all that apply.
☐ Information about suicidality is not anticipated but might be possible.
☐ Includes populations who may be at elevated risk of suicide (e.g., veterans, post-partum mothers).
☐ Information about suicidal thoughts or behavior is used to screen participants out of a study.
☐ Information about suicidal thoughts or behavior is collected but is not the focus of the research.
☐ Suicidal thoughts and behavior is the focus of the research, but a suicide attempt or other suicidal behavior is unlikely.
☐ Suicidal thoughts or behavior is the focus of the research, participants are at high risk, and a suicide attempt or other suicidal behavior is expected.
☐ Other (describe in the text box below).
	Click or tap here to enter text.


RISK MITIGATION PLAN
2. Describe the data, procedures, and participants to which the Plan applies. Insert a brief description of the aspects of the study that require a Plan. This should include:
· Identification of the assessments that could indicate a participant may be experiencing suicidal thoughts or behaviors and thresholds that would trigger a response.
· A description of the participants who may be vulnerable to suicide risk.
· If the data will be collected anonymously, review Plans When the Participants are Not Identifiable for important considerations when designing the Suicide Risk Mitigation Plan.
	Click or tap here to enter text.




3. Monitoring and assessing risk. Check the boxes if you will include that element in the Plan. For the boxes that are checked, provide descriptive information in the text boxes. Review the framework table in the guidance and Elements to Consider for a Suicide Risk Monitoring and Assessment Plan for more information.
Review the framework table in the guidance for information about which elements will generally be expected to be included the Plan, depending on the study design. 
☐ You have created a list of participant resources that are specific to the needs of the study population. 
If the box is checked, use the text box to describe the process for providing the list to participants. 
Use the text box to describe how you’ll identify resources that are thoughtful and targeted for the participants you are recruiting (e.g., veteran-specific resources; resources for post-partum mothers; low-tech resources for participants in areas without broadband). Provide some examples of the resources you will provide. Alternatively, you may upload the resources sheet you plan to provide to participants. Indicate if you wish to have flexibility to update the list so long as the types of resources are within the bounds of what has been submitted.
Note that this list should be provided to all participants, regardless of whether they have indicated risk. HSD provides a Mental Health Resources sheet that can be used or adapted for your study.
	





☐ Participants will be excluded from the study during screening if they are determined to be at risk of suicidal thoughts or behavior. 
If the box is checked, describe the messaging you will provide to participants about why they have been screened out. It is important to be thoughtful and compassionate in your messaging. Messaging may differ depending on whether the screening takes place remotely (i.e., electronic survey) or in person. If the messaging is attached as part of a screening script elsewhere in the application, you can make a note of that in the text box rather than repeating information. 
	Click or tap here to enter text.



            
☐ Procedures include data collection when there is no direct communication between researchers and participants (i.e., all study instruments are administered remotely). 
If the box is checked, describe the frequency with which this data will be reviewed for possible participant risk. 
	Click or tap here to enter text.




☐ There is a process for informing the PI, or other qualified individual if study staff identify responses that indicate a participant may be experiencing suicidal thoughts or behavior. 
If the box is checked, describe the process for informing the PI/qualified individual. If applicable, describe how that process differs for data that are collected remotely (e.g., electronic survey) versus collected during direct contact with the participant.
	Click or tap here to enter text.




☐ Other. Describe any additional monitoring and assessment elements that you will include in the Plan.
	Click or tap here to enter text.




4. Responding to risk. Review the framework table in the guidance and Elements to Consider for a Suicide Risk Monitoring and Assessment Plan for details about how to complete this section of the supplement.
☐ There is a process by which the PI or other qualified individual assesses the level and immediacy of any identified risks. 
If the box is checked, describe the process. If applicable, describe how that process differs for data that are collected remotely (e.g., electronic survey) versus data collected during direct contact with the participant.
	Click or tap here to enter text.




☐ There is a framework for determining how to respond to a risk assessment and a list of response elements. 
If the box is checked, describe the plan for responding to risks including who will be responsible for contact with the participant or other relevant parties (e.g., parent/guardian; clinical care professional) and what resources or other support will be provided to the participant. If applicable, describe how the response might differ for data that are collected remotely (e.g., electronic survey) versus collected during direct contact with the participant.
For studies that are not focused on suicidal thoughts or behaviors, the response is likely to be simple (e.g., providing a list of resources). Studies that are focused on suicidal thoughts or behaviors will be expected to have a robust plan including many of the elements listed in the guidance.
	Click or tap here to enter text.




5. Research team qualifications, training and compliance monitoring. When the research is focused on suicide, the research team must include individuals with appropriate expertise to develop the Plan, and if needed, to respond to participant distress or crisis. When suicide is not the focus of the research, the research team may need to consult with a subject matter expert.
☐ Research staff are qualified to carry out the procedures. 
Section 12 of the IRB Protocol asks you to describe researcher qualifications. In your response to Section 12, be sure to describe research team qualifications for procedures involving participants at risk for suicide. This should also include any subject matter expert consultants. If applicable, include a description of any relevant training or certifications that staff have received. 
For multi-site studies when other institutions are relying on the UW IRB review, make sure to include information about staff at those institutions who will be involved.
☐ There is a plan in place for training study staff on implementing the Risk Mitigation Plan. 
Describe the steps that will be taken to educate study staff on the Plan at the outset of the study as well as any refresher training and adherence checks that will be performed.
	Click or tap here to enter text.


6. Consent. Describe any consent considerations associated with the Plan. For example: situations where the research team may break confidentiality; the research involves minors who are considered adults for the purposes of the research; the research involves subjects with fluctuating consent capacity. Review the guidance for more information.
	Click or tap here to enter text.


7. Supporting literature. If applicable, or if requested by the IRB, provide citations or other scientific support for the Plan design. This is more likely to be relevant for studies in which suicidal thoughts and behavior is a focus of the research.
	Click or tap here to enter text.
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