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Reviewing Research Involving Intentional Modification of the Human Environment
Examples of Studies to Which this Worksheet Applies:
· Generalizable* studies in human environments (e.g., occupied homes and offices, classrooms, and transit centers like subway systems and airports) that use tracer chemicals, particles, and/or other materials, such as perfluorocarbons, to characterize airflow.
· Generalizable* studies in occupied homes and/or offices that:
· manipulate the environment to achieve research aims, e.g., increasing humidity and/or reducing influx of outside air,  through new energy-saving ventilation systems
· involve collecting information on occupants’ views of appliances, materials, or devices installed in their homes or their energy saving behaviors through surveys and focus groups.  Some surveys may be online surveys administered through providers such as Amazon Mechanical Turk and Survey Monkey.

*Generalizable should be viewed in terms of contribution to knowledge within the specific field of study and/or to findings that can be applied to populations or situations beyond that studied.
What is DOE’s philosophy regarding such studies? 
In all research potential risks must be evaluated and mitigated to the extent practicable.  When:
(a)  people are included in research or experiments, voluntarily or involuntarily* and/or 
(b)  people have their environment intentionally changed or manipulated for the purposes of the research, with or without their knowledge*, and/or
(c)   research can only be validly conducted with people present (other than those conducting the research) , regardless of whether personally identifiable information is collected about them,
the potential risks to those individuals must be considered by the appropriate IRB. 

*Typically researchers conduct the research and do not participate in HSR, but when they do, the potential risks to the researchers must also be considered by the IRB.   

At a minimum, the IRB should consider and document responses to questions such as the following:

[bookmark: Check2]|_|
·  Is there is a compelling and credible case for anyone not on the research team to be present during the experiment?  Are there other ways to achieve the research aims? Provide any supporting comments):      

|_| Have all the risks and discomforts been identified and considered, e.g., have:     a) chemicals/materials to be used been evaluated for potential human health and safety effects; b) all devices had appropriate safety testing; c) other potential risks been identified in the population group(s) to be exposed? Provide any supporting comments:      

|_| Have appropriate mitigations been taken to minimize the risks, and are risks considered minimal for all involved? Provide any supporting comments:      

|_| How will anyone who is involved in the study but not part of the research staff be informed of the research?  Will consent forms be used?  Are the key elements of informed consent included or the requirements for waiver of consent met? Provide any supporting comments:      

|_| Is there a way for people to “opt out” if they wish without any repercussions? Provide any supporting comments:      

|_| How will the PI monitor the research and measure outcomes? Provide any supporting comments:      

|_| How and from what sources will data be collected?  Will characteristics of the subject population be determined and/or required for the research? Provide any supporting comments:      

 
