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visits to FBRI or another designated site (including today’s 

“What happens if I say 
yes, I want to be in this research?”

“Is there any way being 
in this study could be bad for me? (Detailed Risks)”.
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ions 2 and 3, you will be given a real amount of money (an “account balance”) that you can 
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. There are no “right” or “wrong” answers. 





http://www.clinicaltrials.gov/
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● Use this “TEMPLATE PROTOCOL (HRP 503)” to prepare a study protocol

●
applicable to your research. If so, simply mark as “N/A.” For 
survey might have many sections with “N/A.”  For subsections (e.g., 1.x or 8.x)
you can mark as “N/A”if you are certain that the subsection is not applicable.

●

●

“Amendment: Date” before making a change to any section.







full nicotine conditions, participants’ preferred cigarettes and 
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use NVPs regularly. This study’s procedures are not designed to increase daily nicotine 



●

●
●

●



●

●

●



esearcher’s recommendation 
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participants’ preferred cigarettes and NVP

well as NVP and other tobacco products, whereas participants’ 
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incidental findings) with subjects or others (e.g., the subject’s primary care 

● The duration of an individual subject’s 
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Provide a breath sample for measuring carbon monoxide (CO ≥ 8 ppm)
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● If the research involves pregnant women, review “CHECKLIST: 
412)” to ensure that you have provided 

● research involves prisoners, review “CHECKLIST: Prisoners 
415)” to ensure that you have provided sufficient information 

●

), review the “CHECKLIST: 416)” to ensure 

●
“CHECKLIST: Cognitively Impaired Adults (HRP 417)” to ensure 
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http://www.greenphire.com/


procedures. We will also stop participation if a participant’s answers or performance 

inconveniences to the subjects related the subjects’ participation in the 
research. Include for the IRB’s consideration a description of the 

indicate “No risk” or “N/A.” Instead, for studies with very low risk (e.g., 
anonymous online questionnaire on a mundane topic) indicate “The 

re not aware of any risks from participation in this study.” 
“No more than risks than are found in everyday life.”
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or disclosed without the subjects’ knowledge or consent, breach of 
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duration of the potential benefits, as this will be useful to the IRB’s 
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Describe the steps that you will take to protect subjects’ privacy interests. 
“Privacy interest” refers to a person’s desire to place limits on with whom 

procedures being performed. “At ease” does not refer to physical 
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● Please review “SOP: Informed Consent Process for Research (HRP
090)” for recommended procedure. Describe your process, being 

Steps that you will take to gauge or ensure the subjects’ 
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● Review the “CHECKLIST: 
410)” to ensure you have provided sufficient information for 

●

For research conducted in Virginia, review “SOP: Legally 

013)” to determine which individuals in the state meet the 
definition of “minor.”

the legal requirements for the definition of “minor.” 
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use to determine these individuals’ authority to consent to 
minor’s general medical care.
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For research conducted in the Virginia, review “SOP: Legally 

013)” to determine which individuals in the state meet the 
definition of “legally authorized representative.”
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Consult “SOP: Written Documentation of Consent (HRP 091)” for 

–

in writing, please attach the consent script or text. Review “CHECKLIST: 
411)” to ensure that 

you have provided sufficient information. You should use “TEMPLATE 
502)”to create the consent document or 

● Describe the PI’s availability to supervise the research.
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