		[image: Logo

University of Washington Human Subjects Division] SOP Environmental Protection
 Agency Research



PURPOSE
1.1. This document describes the additional requirements and procedures for research supported by the federal Environmental Protection Agency (EPA).

POLICY
1.2. The University of Washington (UW) Institutional Review Board (IRB) ensures that EPA requirements are met before it grants IRB approval to research involving the EPA. This includes research that is funded by the EPA, conducted in EPA facilities by any person, or research conducted in any facility by EPA employees.

DEFINITIONS
1.3. 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.
1.4. 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).
1.5. Child: A person who has not attained the age of 18 years (40 CFR 26.202). There is no provision in EPA regulations for deferral to state or local law in defining “child” and “adult”.

RESPONSIBILITIES
1.6. Researchers are responsible for:
1.6.1. Meeting the additional requirements of the EPA.
1.6.2. Communicating with their EPA Program Officer to ensure that all EPA requirements are met prior to starting an IRB-approved study, including obtaining approval from the EPA Human Subjects Research Review Official.
1.7. The IRB is responsible for ensuring that the EPA requirements are met prior to granting IRB approval.

PROCEDURES: Researchers
1.8. The researcher obtains approval or exempt status from the EPA Human Subjects Research Review Official (HSRRO) before beginning the research. This is required for any activities that will meet the regulatory definition of research with human subjects during the period of EPA support.
1.9. When is human subjects review required by the EPA Human Subjects Research Review Official? Per EPA policy:
1.9.1. For Support Agreements: Before the agreement is signed by the UW Office of Sponsored Programs.
1.9.2. For Projects: After the UW IRB has approved the project but before the project begins.
1.9.3. Not Yet Supported: Researchers are required to apply EPA human subjects regulations to all research where there is the intent to submit a request for EPA support.
1.10. Researchers may obtain information about IRB review requirements from the WORKSHEET: Environmental Protection Agency.

PROCEDURES: IRB and Human Subjects Division (HSD)
1.11. Pre-review. As part of the standard pre-review process (SOP Pre-review) of a new application or modification, HSD staff use the WORKSHEET: Environmental Protection Agency to confirm that the materials provided by the investigator address the EPA requirements.
1.12. IRB review.
1.12.1. The IRB uses the EPA definitions provided above (Section 3) to determine whether the research involves intentional and/or observational exposure research.
1.12.1.1. It is EPA policy that the risk level of the research (including zero or minimal risk) is irrelevant to the determination of whether the research involves intentional exposure or is observational.
1.12.2. The IRB reviews the submitted materials to ensure that the proposed research appropriately addresses and complies with the EPA requirements. The WORKSHEET: Environmental Protection Agency is used to guide and document the review.

MATERIALS
1.13. WORKSHEET: Environmental Protection Agency
1.14. SOP Pre-review

REFERENCES
1.15. EPA Human Subjects Protection Regulations 40 CFR 26
1.16. EPA website: Conducting Human Subjects Research at EPA https://www.epa.gov/osa/basic-information-about-human-subjects-research-0
1.17. EPA Order 1000.17 A1, approval date 5/27/11, “Policy and Procedures on Protection of Human Research Subjects in EPA Conducted or Supported Research”.
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