[bookmark: _Toc198134588][bookmark: _Toc200039314]Participant Procedures Template

This is for <describe participant group, e.g., amputee, non-amputee, etc.> participant group. 

Number of Participants in this Group: 
· <insert information>

Inclusion/Exclusion Criteria for this Group:
· Inclusion criteria: <insert information>
· Exclusion criteria: <insert information>

Recruitment Methods for this Group: 
· Participants will be recruited through <insert information>
· Please review the following uploaded recruitment materials: <list the file names of the recruitment materials uploaded, e.g., 12345 recruitment email for non amputees or 12345 verbal recruitment script – please note, all recruitment materials should be uploaded as clean, editable Word documents.>

Screening for this Group: 
· Participants will be screened through <insert information>
· Please review the following uploaded screening materials: <list the file names of the screening materials uploaded, e.g., 12345 screening survey, 12345 phone screening questions – please note, all screening materials should be uploaded as clean, editable Word documents.>

Sign-Up and Scheduling for this Group:
· Participants will sign up through <insert information>
· Please review the following documents for how sign up and scheduling occurs: <list the file names of the sign up and scheduling materials uploaded, e.g., 12345 Qualtrics scheduling message – please note, all screening materials should be uploaded as clean, editable Word documents.>

Lab Visit Experience for this Group:
· Total number of lab visits: <state N/A or insert information>
· Length of time for lab visit: <state N/A OR insert information – if length of time will be variable among visits, e.g., 1 hour for initial screening and fitting lab visit but 4 hours for the testing visit, please specify that!>
· Lab visit activities: 
· Lab visit number(s) <insert lab visit number(s)>:
· <insert interaction/activity 1 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>
· <insert interaction/activity 2 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>
· <insert interaction/activity 3 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>
· Lab visit number(s) <insert lab visit number(s)>:
· <insert interaction/activity 3 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>
· <insert interaction/activity 4 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>
· <insert interaction/activity 5 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>
· Lab visit number(s) <insert lab visit number(s)>:
· <insert interaction/activity 6 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>
· <insert interaction/activity 7 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>
· <insert interaction/activity 8 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>
· Lab visit number(s) <insert lab visit number(s)>
· <insert interaction/activity 3 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>
· <insert interaction/activity 9 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>
· <insert interaction/activity 10 and refer to relevant uploaded supporting documentation files that provide detail about the activity and measure(s) associated with it>

Device(s) Used in the Research with this Participant Group:
· <Insert device name>
· <Insert device name>
· <Insert device name>
· <Insert device name>
· <Insert device name>

Risks Associated with Each Research Activity for this Group:
· <Name the research activity, e.g., walking, climbing stairs, sit-to-stand, lifting weighted boxes, etc.>: This activity is necessary to answer the research question because <provide scientific justification>. The risk associated with this activity includes <insert risk(s)>. The probability of these risk(s) occurring is <select one: highly probable, somewhat probable, unlikely, highly unlikely>. The severity of impact if these risk(s) occur would be <select one: life-threatening/disabling, severe and undesirable, moderate, mild>. If the risk(s) occurred, the harm would be <select one: reversible or irreversible>. The duration of harm would be <provide information>. The risk(s) of this lab activity will be mitigated by <insert mitigation strategies that will be employed>.

· <Name the research activity, e.g., walking, climbing stairs, sit-to-stand, lifting weighted boxes, etc.>: This activity is necessary to answer the research question because <provide scientific justification>. The risk associated with this activity includes <insert risk(s)>. The probability of these risk(s) occurring is <select one: highly probable, somewhat probable, unlikely, highly unlikely>. The severity of impact if these risk(s) occur would be <select one: life-threatening/disabling, severe and undesirable, moderate, mild>. If the risk(s) occurred, the harm would be <select one: reversible or irreversible>. The duration of harm would be <provide information>. The risk(s) of this lab activity will be mitigated by <insert mitigation strategies that will be employed>.

· <Name the research activity, e.g., walking, climbing stairs, sit-to-stand, lifting weighted boxes, etc.>: This activity is necessary to answer the research question because <provide scientific justification>. The risk associated with this activity includes <insert risk(s)>. The probability of these risk(s) occurring is <select one: highly probable, somewhat probable, unlikely, highly unlikely>. The severity of impact if these risk(s) occur would be <select one: life-threatening/disabling, severe and undesirable, moderate, mild>. If the risk(s) occurred, the harm would be <select one: reversible or irreversible>. The duration of harm would be <provide information>. The risk(s) of this lab activity will be mitigated by <insert mitigation strategies that will be employed>.

· <Name the research activity, e.g., walking, climbing stairs, sit-to-stand, lifting weighted boxes, etc.>: This activity is necessary to answer the research question because <provide scientific justification>. The risk associated with this activity includes <insert risk(s)>. The probability of these risk(s) occurring is <select one: highly probable, somewhat probable, unlikely, highly unlikely>. The severity of impact if these risk(s) occur would be <select one: life-threatening/disabling, severe and undesirable, moderate, mild>. If the risk(s) occurred, the harm would be <select one: reversible or irreversible>. The duration of harm would be <provide information>. The risk(s) of this lab activity will be mitigated by <insert mitigation strategies that will be employed>.

· <Name the research activity, e.g., walking, climbing stairs, sit-to-stand, lifting weighted boxes, etc.>: This activity is necessary to answer the research question because <provide scientific justification>. The risk associated with this activity includes <insert risk(s)>. The probability of these risk(s) occurring is <select one: highly probable, somewhat probable, unlikely, highly unlikely>. The severity of impact if these risk(s) occur would be <select one: life-threatening/disabling, severe and undesirable, moderate, mild>. If the risk(s) occurred, the harm would be <select one: reversible or irreversible>. The duration of harm would be <provide information>. The risk(s) of this lab activity will be mitigated by <insert mitigation strategies that will be employed>.

· <Name the research activity, e.g., walking, climbing stairs, sit-to-stand, lifting weighted boxes, etc.>: This activity is necessary to answer the research question because <provide scientific justification>. The risk associated with this activity includes <insert risk(s)>. The probability of these risk(s) occurring is <select one: highly probable, somewhat probable, unlikely, highly unlikely>. The severity of impact if these risk(s) occur would be <select one: life-threatening/disabling, severe and undesirable, moderate, mild>. If the risk(s) occurred, the harm would be <select one: reversible or irreversible>. The duration of harm would be <provide information>. The risk(s) of this lab activity will be mitigated by <insert mitigation strategies that will be employed>.

Compensation for this Group: 	Comment by IRB Director: If you are collecting red/purple data (see link to classification in below section) to compensate people, it will require a data access and security plan. If you instead have this information directly collected from the participant by Accounting/HR - and the researchers never handle that data, then you do not need a data access and security plan.
· Participants will be compensated <insert amount> for <insert information – is it per time increment, per activity, etc.?>.
· <Discuss how participants will be compensated and when in the research process>. 
· If the participant stops participating, they will receive <select: nothing, pro-rated compensation of <insert information>, or full compensation>. 

Clinical Trials (Word document) Information:
· State what health outcomes are being researched. They can be physical or behavioral.  
· If health outcomes are NOT being researched, add a brief statement as to what is being researched and how it differs from researching a health outcome 

Data Management Information
· NC State classifies the data associated with this protocol as <select one: green, yellow, red, purple>
· Note: If collecting red or purple data, you need to submit a data access & security plan (DASP) drafted for you by OIT. This will add time to your IRB application process. Request a DASP through OIT’s Service Now portal (opens in a new window). 
· If red or purple data is only for the purpose of payment, discuss how that information is handled (researchers ideally do not collect this data because the information is provided directly to accounting/HR).
· Upload any of the following associated with the study if they apply:
· Executed material transfer agreement (MTA)	Comment by Yael Allen: Executed means that a legal agreement has been signed by the data provider and NCSU. Members of the research team are not authorized to sign on behalf of NC State University. If your protocol needs this type of agreement, you will initiate this with your college’s research office. 
· Executed data use agreement (DUA)	Comment by Yael Allen: Executed means that a legal agreement has been signed by the data provider and NCSU. Members of the research team are not authorized to sign on behalf of NC State University. If your protocol needs this type of agreement, you will initiate this with your college’s research office. 
· NIH data management and sharing plan (NIH DMSP)
· NIH Certificate of Confidentiality (CoC)
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