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	[bookmark: _Hlk151491061]The purpose of this checklist is to provide support for IRB members or the Designated Reviewer[endnoteRef:1] following the WORKSHEET: Criteria for Approval (HRP-314) when research involves Prisoners[endnoteRef:2] as participants. This checklist must be used for all reviews (initial, continuing, modification, review by the convened IRB, and review using the expedited procedure) when research involves Prisoners as participants. [1:  For review using the expedited procedure, the prisoner representative may be the Designated Reviewer or may serve as a consultant to the Designated Reviewer.]  [2:  “Prisoner” means any individual involuntarily confined or detained in a penal institution. The term is intended to encompass individuals sentenced to such an institution under a criminal or civil statute, individuals detained in other facilities by virtue of statutes or commitment procedures that provide alternatives to criminal prosecution or incarceration in a penal institution, and individuals detained pending arraignment, trial, or sentencing.
Per guidance received from OHRP, for persons who are electronically monitored, if the monitoring is implemented to detain the individual, such as during house arrest, the individual is considered a prisoner under subpart C. If an electronic monitor is used to watch an individual’s movement, they would not be considered a prisoner. ] 


· For initial review using the expedited procedure and modifications and continuing reviews where the determinations relevant to this checklist made on the previous review have changed, the Designated Reviewer completes this checklist to document determinations required by the regulations along with protocol-specific findings justifying those determinations. The Designated Reviewer attaches this checklist to “Submit Non-Committee Review” activity. The IRB Office retains this checklist in the study file.

· If reviewing research involving prisoners by the expedited procedure, the following two options may be used:
1) For research involving interaction with prisoners reviewed by the expedited procedure:
· [bookmark: _Hlk151491827]Research involving interaction with prisoners may be reviewed by the expedited procedure, if a determination is made that the research involves no greater than minimal risk[endnoteRef:3] (see special definition below) for the prison population being studied.  [3:  “Minimal risk” for research involving prisoners is the probability and magnitude of physical or psychological harm that is normally encountered in the daily lives, or in the routine medical, dental, or psychological examination of healthy persons.] 

· The prisoner representative must concur with the determination that the research involves no greater than minimal risk.
· The prisoner representative must review the research as a reviewer or as a consultant.  
· Review of modifications and continuing review must use the same procedures for initial review using this expedited procedure including the responsibility of the prisoner representative.

2) For research that does not involve interaction with prisoners (e.g., existing data, record review), review may be conducted by expedited procedure:
· Research that does not involve interaction with prisoners may be reviewed by the expedited procedure if a determination is made that the research involves no greater than minimal risk (see special definition below) for the prison population being studied.
· Review by a prisoner representative is not required.
· The prisoner representative may review the research as a reviewer. 
· Review of modifications and continuing review must use the same procedures as the initial review.

· For initial review using the convened IRB and for modifications and continuing reviews where the determinations relevant to this checklist made on the previous review have changed, one of the following two options may be used:
1) The primary IRB Analyst for the convened IRB completes the corresponding section of the meeting minutes to document determinations required by the regulations along with protocol-specific findings justifying those determinations, in which case this checklist does not need to be completed or retained.
2) The Prisoner Representative completes this checklist to document determinations required by the regulations along with protocol-specific findings justifying those determinations and uploads this checklist in the “Submit Committee Review” activity and retains this checklist in the study file.

NOTE: If a participant becomes a prisoner while enrolled in a study refer to the New Reportable Information SOP and complete the applicable sections below.

When following DoD requirements, if a participant becomes a prisoner, see WORKSHEET HRP-318 (Additional Federal Agency Criteria) and refer to the New Reportable Information SOP.

	1 Funding information. Please indicate which is applicable to the research proposal. 

	☐
	 The research is conducted or supported by DHHS – complete section 2 and see instructions for IRB staff

	☐
	The research IS funded by the Veterans Administration (VA). – complete section 2

	☐
	The research IS conducted, funded, or supported by a federal agency that is not listed above. If so, please specify:       – complete section 2

	☐
	The research is not DHHS-regulated, conducted, funded, or supported. – complete sections 4 or 5

	☐
	Modification that now requires the research to be recertified by OHRP – complete section 3 and any other applicable section





	

	The research must meet one of the following sets of criteria if a box was checked above

	

	

	2 Research Involving Prisoners as Participants (Check if “Yes” or “N/A”. All must be checked.)

	☐

	The research under review represents one of the following categories of research: (At least one must be checked.)
☐	Study of the possible causes, effects, and processes of incarceration, and of criminal behavior, provided that the study presents no more than Minimal Risk (see special definition below) and no more than an inconvenience to the participants.
☐	Study of prisons as institutional structures or of Prisoners as incarcerated persons, provided that the study presents no more than Minimal Risk and no more than inconvenience to the participants.
☐	Research on conditions particularly affecting Prisoners as a class (for example, vaccine trials and other research on hepatitis which is much more prevalent in prisons than elsewhere; and research on social and psychological problems such as alcoholism, drug addiction, and sexual assaults).
☐	Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the subject where one of the following is true: (One box must be checked)
☐	All groups may benefit from the research.
☐	Prisoners are assigned to control groups which may not benefit from the research
☐	Epidemiologic studies in which the sole purpose is to describe the prevalence or incidence of a disease by identifying all cases or to study potential risk factor associations for a disease, the research presents no more than Minimal Risk and no more than inconvenience to the participants, and Prisoners are not a particular focus of the research.

Provide protocol specific findings justifying this determination:      

	☐

	Any possible advantages accruing to the Prisoner through his or her participation in the research, when compared to the general living conditions, medical care, quality of food, amenities and opportunity for earnings in the prison, are not of such a magnitude that his or her ability to weigh the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired.
Provide protocol specific findings justifying this determination:      

	☐

	The risks involved in the research are commensurate with risks that would be accepted by non-Prisoner volunteers.
Provide protocol specific findings justifying this determination:      

	☐

	Procedures for the selection of participants within the prison are fair to all Prisoners and immune from arbitrary intervention by prison authorities or Prisoners. Unless the principal investigator provides to the Board justification in writing for following some other procedures, control participants must be selected randomly from the group of available Prisoners who meet the characteristics needed for that particular research project.
☐N/A if the participant became a Prisoner

Provide protocol specific findings justifying this determination:      

	☐

	The information is presented in language which is understandable to the participant population. 
(“N/A” if no prisoner interaction) ☐ N/A
Provide protocol specific findings justifying this determination:      

	☐

	Adequate assurance exists that parole boards will not take into account a Prisoner’s participation in the research in making decisions regarding parole, and each Prisoner is clearly informed in advance that participation in the research will have no effect on his or her parole. (“N/A” if no prisoner interaction) ☐ N/A
Provide protocol specific findings justifying this determination:      

	☐

	If the IRB finds there may be a need for follow-up examination or care of participants after the end of their participation, adequate provision has been made for such examination or care, taking into account the varying lengths of individual Prisoners’ sentences, and for informing participants of this fact. 
(“N/A” if no prisoner interaction) ☐ N/A
Provide protocol specific findings justifying this determination:      

	☐

	A prisoner representative reviewed the research focusing on the requirements of this checklist. 
(“N/A” if no prisoner interaction) ☐ N/A


	☐

	The prisoner representative received all materials pertaining to the research. 
(“N/A” if no prisoner interaction) ☐ N/A

	☐

	For convened IRB review, the prisoner representative presented either orally or in writing at the meeting or for review using the expedited procedure the prisoner representative concurred that the research involves no more than Minimal Risk (see special definition below) to the prisoner participants. 
(“N/A” if not reviewed by the convened IRB and no prisoner interaction.) ☐ N/A

	If the research is DHHS-regulated, the research may proceed only after the institution has certified to OHRP that the duties of the Board
under this section have been fulfilled. If the research is conducted or funded by the Department of Defense (DOD), the research may
proceed only after the institution has demonstrated to the Senior Designated Official that the IRB has fulfilled its duties under this section.[endnoteRef:4]
Check if N/A: ☐ N/A [4:  If the research is DHHS-regulated, the research may proceed only after the institution has certified to OHRP that the duties of the Board under this section have been fulfilled.  If the research is conducted or funded by the Department of Defense (DOD), the research may proceed only after the institution has demonstrated to the Senior Designated Official that the IRB has fulfilled its duties under this section. 45 CFR §46.305(c).] 


	If this research is conducted or funded by the Department of Defense (DOD), the research may proceed only after the institution has demonstrated to the Senior Designated Official that the IRB has fulfilled its duties under this section. 
Check if N/A: ☐ N/A

	3 Only complete this section if the research needs to be re-certified by OHRP. 

	☐

	A fundamental change in the research has altered the applicability of the initial approval category under 45 CFR 46.306. If additional guidance is needed, please contact IRB Office staff for assistance.   

	4 Non-DHHS Regulated Research Where a Participant Meets the Definition of a Prisoner (Check if “Yes.” All must be checked.)

	☐
	The research is NOT conducted or funded by the DHHS or Veterans Administration (VA).

	☐
	The participant was not a prisoner at the time of enrollment, and subsequent meeting the definition of a prisoner was unexpected.

	☐
	The prisoner status does not put the rights and well-being of the participant in jeopardy.

	☐
	The prisoner representative has been consulted.

	☐
	The terms of the prisoner’s confinement does not inhibit the ethical conduct of the research.

	☐
	There are no other significant issues preventing the research from continuing as approved.

	☐
	This approval is limited to the individual participant and does not allow the recruitment of prisoners.

	☐

	One of the following is true: (Check all that are true)
☐	The participant will be at increased risk of harm if withdrawn from the research
☐	The research presents no more than Minimal Risk and no more than an inconvenience to the participants.

	5 Non-DHHS Regulated Minimal Risk Research Involving Prisoners (Check if “Yes”. All must be checked)

	☐
	The research is NOT conducted, funded, or otherwise subject to regulation by DHHS or Veterans Administration (VA).

	☐
	The research does not involve interaction with prisoners (e.g. existing data, record review).

	☐
	The research presents no more than Minimal Risk.

	☐
	The research is reviewed by the expedited procedure.

	APPENDIX 
Staff instruction:  
Please alert the IRB Compliance team at irbcompliance@northwestern.edu when a study requires review and Prisoner Certification by OHRP[endnoteRef:5] (For any research that is VA-funded and/or HHS-conducted, -funded, or -supported involving prisoners, the institution(s) engaged in the research must certify to the Secretary (through OHRP)). While the IRB Compliance Team may not be involved in the review process, early notification will allow the team to incorporate the Prisoner Certification process into their work assignments.   [5:  If the research is DHHS-regulated and involves prisoners as a class or control, the research may proceed only after the institution has certified to OHRP that the duties of the Board under this section have been fulfilled. If the research is conducted or funded by the US Department of Defense (DOD), the research may proceed only after the institution has demonstrated to the Senior Designated Official that the IRB has fulfilled its duties under this section. 45 CFR §46.306(a)(2)(iii) and (iv)
] 


If the research has multiple engaged institutions or sites, certification to OHRP is required for all. Northwestern's Prisoner Certification applies for Northwestern University, Northwestern affiliates, and any institutions or sites where Northwestern serves as the IRB of Record through reliance agreements unless (a) an institution relied upon the review of an IRB operated by another institution engaged in the research and (b) that IRB or the other institution certified to OHRP on behalf of both institutions. Please contact the Reliance Team at irbreliance@northwestern.edu if it isn't clear which institution will certify.

Generate the submission’s approval letter utilizing the text below. For DHHS-regulated prisoner research, finalize the research protocol; do not finalize the prisoner-specific consent form and other materials.  The approved prisoner-focused documents (consent forms, recruitment tools, and other study-specific documents) should be listed in the letter but only released when the PI submits the OHRP Prisoner Certification documentation to the IRB via a modification submission. For all other scenarios, follow existing procedures.

Add the following text to the Approval letter:
DHHS regulated:
This research is DHHS-regulated. The research may proceed only after the institution has certified to OHRP that the duties of the Board under this section have been fulfilled and OHRP has reviewed and approved the research. 

When the OHRP certification is received, the PI must submit a modification and obtain IRB approval before ANY prisoner-specific human research activities may commence.  

OR
DOD-regulated:
This research is conducted or funded by the Department of Defense (DOD). The research may proceed only after the institution has demonstrated to the Senior Designated Official that the IRB has fulfilled its duties under this section. 
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