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WORKSHEET Environmental Protection Agency
PURPOSE
This worksheet describes the additional requirements for research that is supported by the federal Environmental Protection Agency (EPA). The IRB staff and members use this worksheet as guidance to facilitate the review of EPA-supported human subjects research.  Final documentation of EPA-supported research is found in the CHECKLIST Master, in the study file. This worksheet is not required to be completed or retained.
DEFINITIONS
Intentional exposure research: Research where the exposure experienced by the subjects would not have occurred if the subject had not participated in the study. This includes any research in which the subject's exposure is artificially manipulated or controlled (i.e., the researcher controls some aspect of the exposure under study). It may involve intentional dosing where the study substance is administered directly. It also includes controlling the subject's behavior so as to bring him or her into contact with a study substance already in the environment.
Observational research: Any research that does not involve intentional exposure. Studies that involve naturally occurring environmental exposures, may meet the regulatory definition of observational research (if the subject's exposure is not artificially manipulated or controlled).
Child: A person who has not attained the age of 18 years. There is no provision in EPA regulations for deferral to state or local law in defining "child" and "adult".
    1.   Type of Research
1.1. The IRB has determined that this research involves (check all that apply):
Intentional exposure research
Observational exposure research
END PART ONE
    2.    Intentional Exposure Research
This criterion must be met.
2.1. The research does not involve the intentional exposure, under any circumstances, of pregnant women, nursing women, fetuses, or children to any substance regulated by the EPA. (40 CFR 26.203)
Notes:
   l  There are no exceptions to this prohibition. It is an absolute prohibition that does not incorporate reference to either risk level or potential benefit.
   l  This prohibition applies in all circumstances, including (but not limited to): studies involving controlled exposures to neutral substances (such as clean, filtered air), foods, or therapeutic drugs.
   l  The definition of "child" is absolute and makes no provision for state or local law. A child is an individual who has not yet attained 18 years of age.
END PART TWO
    3.   Observational Exposure Research
All criteria must be met.
3.1. Observational research. One or more of the following must be checked for this criteria to be met:
3.2. Observational research. One or more of the following must be checked for this criteria to be met:
Notes:
   l  The definition of "child" is absolute and makes no provision for state or local law. A child is an individual who has not yet attained 18 years of age.
   l  The EPA does not recognize a category of research on children involving "a minor increase over minimal risk".   
   l  The EPA regulations have no provision for "research not otherwise approvable" for children.
END PART THREE
Choose only one from the list of options.
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