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Research Involving Prisoners Checklist
IRB-HSR Study # or UVA Study Tracking # :      

Reviewer:      
Principal Investigator:      

Meeting Date:      
________________________________________________________________________________
IT IS VERY IMPORTANT THAT ALL SECTIONS OF THIS DOCUMENT ARE FILLED OUT IN ORDER TO COMPLY WITH FEDERAL REGULATIONS. 
This checklist is to be used when reviewing research involving prisoners as participants. It is not required for a continuation if there is no enrollment or if there is no interaction/intervention (e.g.IRB approved Waiver of Consent.)
For review using the expedited procedure this checklist is to be completed by a designated IRB member which may or may not be the Prisoner Representative to document determinations required by the regulations and protocol specific findings justifying those determinations.  If the Prisoner Representative does not complete the checklist the IRB must have written confirmation from the Prisoner Representative that they agree the study/ the changes to the study is no more than minimal risk.
For review by the convened IRB this checklist is to be completed by the Prisoner Representative to document determinations required by the regulations and protocol specific findings justifying those determinations.

Note: Minutes must document protocol-specific information that justifies each determination. Please be prepared to present at the IRB meeting or list below so that the minutes may reflect that information.  
____________________________________________________________________________________________________________

Will the study be conducted WITHIN the Bureau of Prisons?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If YES, do you confirm the following to be true?

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
	The project has an adequate research design and will contribute to the advancement of knowledge about corrections.

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	The selection of subjects within any one organization is equitable

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	This study does not include incentives that will be offered to help persuade inmate subjects to participate; however soft drinks and snacks to be consumed at the test setting may be offered.

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
 FORMCHECKBOX 
 NA
	If compensation is to be provided it only includes reasonable accommodations such as nominal monetary compensation for time and offered only 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. 

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	The project does not involve medical experimentation, cosmetic research, or pharmaceutical testing.

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	The research design is compatible with both the operation of prison facilities and protection of human subjects. The researcher has confirmed they will observe the rules of the institution or office in which the research is conducted.

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	Any researcher who is a non-employee of the Bureau has confirmed they will sign a statement in which the researcher agrees to adhere to the provisions of 28 CFR 512. 

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	All research proposals will be reviewed by the Bureau Research Review Board.


____________________________________________________________________________________________________________
One of the following three sets of criteria must apply:
	1. Continuation/ Modification to an existing protocol where prisoners have previously been approved to enroll and consent was not waived.


	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
	Is there a  modification to an existing protocol where prisoners have previously been approved to enroll

If yes, complete sections 3 and 2 if applicable  




	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	Does the research involve greater than minimal risk for the prison population being studied?

If yes, continuation/ modification must be reviewed by the full board. 


	2.Non-DHHS-Regulated Research Where a Participant Becomes Incarcerated (All items in the left most columns must be “Yes”) 



	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
	The research is not conducted, funded, or otherwise subject to DHHS, VA, or Department of Defense regulations.



	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
	The participant was not incarcerated at the time of enrollment and subsequent incarceration was unexpected. 



	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
	One of the following is true: 


	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
 No 
	The participant will be at increased risk of harm if withdrawn from the research. because     


	
	 FORMCHECKBOX 
Yes FORMCHECKBOX 
 No 
	The research presents no more than minimal risk because      .  

	

	3. Research Involving Prisoners as Participants (45 CFR §46 Subpart C) 
(All items in the left most columns must be “Yes” or NA)
NOTE:  If the study is funded by DHHS, the IRB must obtain approval from the Secretary of DHHS prior to opening the study to enrollment. 

	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 NA
	The research under review represents one of the following categories of research: (select one) 

	
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
	i. Study of the possible causes, effects, and processes of incarceration, and of criminal behavior, provided that the study presents no more than minimal risk and no more than inconvenience to the participants. 

Pro  Provide protocol specific findings justifying this determination:      

	
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	ii. Study of prisoners and 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.

Provide protocol specific findings justifying this determination:       


	
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
	iii. 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).

Pro  Provide protocol specific findings justifying this determination:      

	
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
	iv. Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the participant.  If the study involves randomization answer the questions below. 
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No       All subjects may benefit from the research

                               Provide protocol specific findings justifying this determination.      
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No       Prisoners are assigned to control groups which may not benefit from the research.                             Provide protocol specific findings justifying this determination.      
If checked YES, the study may proceed only after the HSS Secretary has consulted with appropriate experts and has published noticed in the Federal Register of his or her intent to approve the research 


	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

 FORMCHECKBOX 
NA
	Epidemiologic studies in which all of the follow are YES:

	
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	iv. 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

Provide protocol specific findings justifying this determination

     


	
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	The research presents no more than minimal risk and not more than inconvenience to the prisoner-participants. 

Provide protocol specific findings justifying this determination

     


	
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Prisoners are not a particular focus of the research

Provide protocol specific findings justifying this determination

     

	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
	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: 

     


	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
	The risks involved in the research are commensurate with risks that would be accepted by non-prisoner volunteers. 

Points to consider: 

• How might the prisoner be subjected to coercion?

• Are violations of confidentiality likely to occur and likely to affect the prisoner negatively? Could correctional health care providers be informed of the prisoner’s study participation without informing the correctional authority?

• Are there other issues on which this prisoner, because of his or her status as a subject of research, might be vulnerable to negative and coercive forces?

Provide protocol specific findings justifying this determination:

     


	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
	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. 

Provide protocol specific findings justifying this determination: 

     


	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
	The information is presented in language which is understandable to the participant population. 

Provide protocol specific findings justifying this determination: 

     


	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
	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. 

Provide protocol specific findings justifying this determination: 

     


	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
	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. 

Provide protocol specific findings justifying this determination: 

     



SUGGESTIONS / REQUIRED CONDITIONS:

Is it reasonable (and allowable under regulations) to permit the inclusion of this vulnerable population in this research (with any/all changes that the IRB may require)?

 FORMCHECKBOX 
Yes-Approved   
 FORMCHECKBOX 
Yes-Approvable with conditions (see CONDITIONS BELOW)

 FORMCHECKBOX 
No

Are there any suggestions to be communicated to the principal investigator?

 FORMCHECKBOX 
Yes -(Please use complete sentences and clearly note recommendation or change in the exact language to be used in correspondence to the PI - attach additional pages as necessary).      
 FORMCHECKBOX 
No
Are there any required conditions to be communicated to the principal investigator?

 FORMCHECKBOX 
Yes -(Please use complete sentences and clearly note recommendation or change in the exact language to be used in correspondence to the PI - attach additional pages as necessary).      
 FORMCHECKBOX 
No
     


     
_____________________________________________


____________

Name (IRB Member)
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