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Research Involving Prisoners 

[45 CFR 46 Subpart C – Research Involving Prisoners]
Note: 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 which provide alternatives to criminal prosecution or incarceration in a penal institution, and individuals detained pending arraignment, trial, or sentencing. (46.303[c])
	
	NO
	N/A
	YES

	1. 
	Is this research supported by the Department of Justice?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. 
	Was this study previously submitted as non-prison research, and now requires review under Subpart C – research involving prisoners? (May be submitted as an amendment.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. 
	Is the review an initial review of Subpart C – Research Involving Prisoners, requirements (i.e., prisoner research submitted for first-time review)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. 
	Does the research involve individuals who may be determined to be at-risk, such as probationers, substance abusers, sexual offenders, children, etc.?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. 
	Does the research entail any possible advantages accrued to the prisoner through his/her participation in the research that impairs his/her ability to weigh the risk/benefits of the participation in the limited choice environment that exists in a prison? This comparison is to be made with respect to the general living conditions, medical care, amenities and earning opportunities that exist in a prison (46.305(a)(2)). 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. 
	Is #5 sufficiently detailed in the protocol application?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. 
	Are the risks of the research commensurate with those that would be accepted by non-prisoner participants (46.305(a)(3))?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. 
	Is #7 sufficiently detailed in the protocol application?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. 
	Is the selection of prisoner research participants fair and equitable and immune from arbitrary intervention by prison authorities or prisoners? If not, sufficient justification should be provided for the implementation of alternative procedures (46.305(a)(4)).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. 
	Is the information presented to the prisoners in the consent form or oral consent script done so in a language understandable by the participants (46.305(a)(5))? This is not necessary if the research is limited to data analysis.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. 
	Does the consent form explicitly state to the participant, “Do not tell us any information about past or future crimes that are unknown to the authorities, as we cannot guarantee confidentiality of that information. Additionally, I [the researcher] must report to the authorities information you tell me about harming yourself or other people, or any plans you have to escape”?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12. 
	If the answer to #11 is no, is this fully explained in the protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13. 
	Does adequate assurance exist that parole boards will not take into account participation in the research when determining parole, and that the prisoners were clearly informed of this prior to participation in the research(46.305(a)(6))?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14. 
	If the answer to #13 is yes, have adequate measures been taken to provide care (taking into account the length of the prisoners’ sentences) (46.305(a)(7))?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	15. 
	Will there be a need for follow-up or care after the end of participation in the research? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16. 
	If the answer to #15 is yes, is this sufficiently detailed in the protocol application?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	17. 
	Are there any control groups involving prisoners who may not receive direct benefit from the research? If so, this protocol will need to be submitted to the OHRP for review by a panel of experts, and the OHRP will seek comment through placement in the Federal Register.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	18. 
	Are there sufficient measures in place to ensure the confidentiality of the prisoners’ participation in the research? This includes security of data, other individuals’ awareness of time spent in participation, etc.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	19. 
	Are there existing treatments or services at the prison for the condition being evaluated/studied by the investigator? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	20. 
	If the answer to #19 is yes, is this sufficiently detailed in the protocol application?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	21. 
	If appropriate, does the protocol describe how risks specific to the prison setting are minimized?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	22. 
	Will the research recruitment take place in the prison/jail or location where the participant is housed? (This is not necessary if the research is limited to data analysis.) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	23. 
	Were specific steps taken to ensure the informed consent form includes information specific to the prisoner participant population? If the answer is yes, please attach a description of these steps to this document. (This is not necessary if the research is limited to data analysis.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	24. 
	Will a Certificate of Confidentiality be obtained for the research? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	25. 
	If the answer to #24 is yes, is a copy of the certificate attached to the application?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	26. 
	If the prisoner research site also conducts research, please provide their OHRP Assurance number here or indicate N/A.
	

	27. 
	Is a letter of agreement from the research site included, stating the investigator will be allowed to conduct this project? If the site has Federal Wide Assurance #, this should be included. If the site has an IRB, this project should be reviewed first by the site IRB.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
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