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PURPOSE AND APPLICABILITY

This worksheet describes the additional requirements for research supported by the federal Environmental Protection Agency (EPA). 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 Regulatory in the study file. This worksheet does not need to be completed or retained. Additional information can be found in the SOP Environmental Protection Agency.

DEFINITIONS

Intentional exposure research: Research where the exposure experienced by the subject 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 them 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”. The EPA does not recognize a category of research on children involving “a minor increase over minimal risk”. The EPA regulations have no provision for “research not otherwise approvable” for children. 

REQUIREMENTS

1. Type of Research
	The IRB has determined that this research involves (check all that apply):
	Met

	Intentional exposure 
	☐

	Observational exposure 
	☐



If either box is checked, proceed to requirements in Sections 2 & 3. 
If neither box is checked, there are no additional requirements for this EPA-supported research – you are done with this worksheet.

2. Intentional Exposure Research
	Requirement
	Regulatory Citation
	Met

	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. 
+ Guidance
There are no exceptions to this prohibition. It is an absolute prohibition that does not incorporate reference to either risk level or potential benefit.
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.
	40 CFR 26.203
	☐



3. Observational Exposure Research
	All criteria must be met
	Met

	1. One or more of the following are true regarding pregnant women or fetuses:

a. This research does not involve pregnant women or fetuses.

b. There will be direct benefit to the pregnant woman or the fetus.

c. There is no direct benefit to the pregnant woman or the fetus, but the risk is no greater than minimal to the fetus and the research is important for biomedical knowledge which cannot be obtained in any other manner.
	☐

	2. One or more of the following are true regarding children:

a. This research does not involve children.

b. This research involves no more than minimal risk to children subjects; there are adequate provisions for soliciting assent from children and parental permission as set forth in 40 CFR 26.406.

c. The research involves greater than minimal risk but presents the prospect of direct benefit to the children subjects, and all the following are true:

i. The intervention or procedures holds out the prospect of direct benefit to the individual subject or is likely to contribute to the subject's well-being.

ii. The risk is justified by the anticipated benefit to the subjects.

iii. The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches.

iv. Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth in 40 CFR 26.406.

	☐



RELATED MATERIALS 

CHECKLIST Regulatory
SOP Environmental Protection Agency Research

REGULATORY REFERENCES

[bookmark: _Hlk94705093]40 CFR 26.203
40 CFR 26.406

	Version Number
	Posted Date
	Implementation Date
	Summary of Changes

	2.4
	
	
	Accessibility Updates 

	2.3
	06.25.2024
	06.25.2024
	Revise reference to CHECKLIST Regulatory

	2.2
	06.01.2023
	06.01.2023
	Moved content to current TEMPLATE Worksheet; moderate reorganization and wordsmithing throughout

	2.1
	05.27.2021
	05.27.2021
	Removed references to paper process

	2.0
	09.26.2014
	09.26.2014
	Converted from checklist to optional worksheet

	Previous versions
	
	
	Previous versions are beyond records retention requirements
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