CHECKLIST: Environmental Protection Agency Funded Human Subject Research
The purpose of this checklist is to provide support for IRB members or the Designated Reviewer when reviewing Environmental Protection Agency (EPA) funded research.  This checklist must be used.
	IRB Number:                         PI Name:                                               IRB Meeting Date:                 
Protocol Title:      


     










     

Reviewer (Print Name) 



Reviewer’s Signature                               Date
	Does the research involve intentional exposure of human subjects?  
Note: EPA does not conduct or support research involving intentional exposure of pregnant woman (fetuses), nursing women, or children.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Does the research involve observation of pregnant women or children?  
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	If Yes, does the research meet conditions in Section 11 of the IRB Policies and Procedures Manual (for minimal or greater than minimal risk research)?           
	 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
 No

	For greater than minimal risk research involving children, does the research present the prospect of direct benefit to individual subjects?  
	 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A

	If Yes, are the following true:
1. The intervention or procedure holds out the prospect of direct benefit to the individual subject or is likely to contribute to the subject’s well-being;

2. The risk is justified by the anticipated benefits to the subjects;

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

4. Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians.


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


The approval letter to the PI must include the following statements:

1. EPA policy requires submission of IRB determinations and approval to the EPA Human Subjects Research Review Official for final review and approval before the research can begin.  

2. For research not conducted or supported by any federal agency that has regulations for protecting human research participants and for which the intention of the research is submission to the EPA, the EPA regulations (40 CFR 26) protecting human research participants apply.  
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