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	PURPOSE AND APPLICABILITY



The purpose of this worksheet is to provide support for IRB members by listing the criteria that must be met in order to grant IRB approval for research involving the Department of Justice, specifically:
· Research that is funded by any component of the Department of Justice (such as the National Institute of Justice)
· Research that involves the inmates, staff, facilities, or records of the Bureau of Prisons
This worksheet does not need to be completed or retained.
	DEPARTMENT OF JUSTICE REQUIREMENTS



	Requirement
	Regulatory Citation
	Met

	1. The researcher has obtained, or is applying for, a Privacy Certificate from the National Institute of Justice.
Note: The consent form should NOT refer to a Certificate of Confidentiality 
	28 CFR 22.23(a)

	☐

	2. The consent form includes a statement that identifiable information will be used only for research and statistical purposes.
	28 CFR 22.23(b)(4) 22.27(a)(1)

	☐

	3. If findings in the project cannot, by virtue of sample size, or uniqueness of subject, be expected to totally conceal subject identity: the subjects are being advised.
	28 CFR 22.22(b)
	☐

	4. The confidentiality statement in the consent document states that confidentiality can be broken only if the subject reports future criminal intent, or if the subject signs a separate consent form allowing the sharing of the information (for example, a separate consent form that specifically allows research staff to report suspected child or elder abuse).
	28 CFR 22.20(c)
	☐

	5. If the researcher plans to comply with any state mandatory reporting laws: a separate consent form has been provided for this purpose, using the National Institute of Justice template which explicitly informs the subject what information will be disclosed, under what circumstances, and to whom.
	28 CFR 22.28(a)
	☐







	BUREAU OF PRISONS REQUIREMENTS



	Requirement
	Regulatory Citation
	Met

	Ethical Standards and Practices
	
	

	1. The project does not involve medical experimentation, cosmetic research, or pharmaceutical testing.
	28 CFR 512.11(a)(3)

	☐

	Scientific or Scholarly Validity
	
	

	2. The project has an adequate research design and will contribute to the advancement of knowledge about corrections.
	28 CFR 512.11(a)(2)

	☐

	3. The researcher has academic preparation or experience in the area of study of the proposed research.
	28 CFR 512.11(a)(6)
	☐

	Equitable Subject Selection
	
	

	4. The selection of subjects within any one institution is equitable.
	28 CFR 512.11(a)(4)

	☐

	Consent and Voluntary Participation
	
	

	5. Incentives will not be offered to help persuade inmate subjects to participate. However, soft drinks and snacks to be consumed at the test setting may be offered.
	28 CFR 512.11(a)(5)

	☐

	6. Reasonable accommodations such as nominal monetary recompense for time and effort may be offered to non-confined research subjects who are both:
· No longer in Bureau of Prisons custody, and
· Participating in authorized research being conducted by Bureau employees or contractors
	28 CFR 512.11(a)(5)

	☐

	7. The following elements of consent will be provided for projects requiring participation by staff or inmates. These elements cannot be waived.
· Identification of the researcher.
· Research objectives.
· Research procedures and purpose of each procedure.
· Anticipated uses of the research results.
· Benefits that are reasonably expected.
· Description of anticipated discomfort and risk.
· Appropriate additional information as needed to adequately describe the nature and risks of the research.
· A statement that participation is completely voluntary and that the participant may withdraw consent and end participation at any time without penalty or prejudice (the inmate will be returned to regular assignment or activity by staff as soon as practicable).
· A statement regarding the confidentiality of the research information and exceptions to any guarantees of confidentiality required by federal or state law. For example, a researcher may not guarantee confidentiality when the subject indicates an intent to commit future criminal conduct or harm themself or someone else, or, if the subject is an inmate, indicates an intent to leave the facility without authorization.
· A statement that participation in the research project will have no effect on the inmate participant's release date or parole eligibility.
· An offer to answer questions about the research.
	28 CFR 512.16(a)

	☐

	8. Written documentation of consent is not being waived unless the only link to the subject's identity is the signed statement of informed consent OR there is significantly more risk to the subject if the statement is signed.
	28 CFR 512.16(d)

	☐

	Confidentiality Protections
	
	

	9. Except as noted in the informed consent statement to the subject, the researcher will not provide research information which identifies a subject to any person without that subject's prior written consent to release the information. For example, research information identifiable to a particular individual cannot be admitted as evidence or used for any purpose in any action, suit or other judiciaI, administrative, or legislative proceeding without the written consent of the individual to whom the data pertains. This includes state-mandated reporting requirements.
	28 CFR 512.11(a)(8)

	☐

	10. Except for any computerized data records that will be maintained at an official Department of Justice site, no records which contain nondisclosable information directly traceable to a specific person will be stored in, or introduced into, an electronic retrieval system.
	28 CFR 512.11(a)(12)

	☐



	Version Number
	Posted Date
	Implementation Date
	Summary of Changes

	3.1
	06.01.2023
	06.01.2023
	Move content from PDF to Word format

	3.0
	11.23.2016
	11.23.2016
	Worksheet completely remodeled

	Previous versions
	
	
	Previous versions are beyond records retention requirements.
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