Middle Tennessee State University Institutional Review Board

Supplemental Reviewer’s Comments for Prisoners

Reviewer’s Name:  __________________________________________
Date: ___________________________
Principal Investigator: _______________________________________ 
IRB #: _______________________


	The following questions must be discussed to grant approval:

	
	Minimal Risk:  For research involving prisoners, the definition of minimal risk differs from the definition of minimal risk in the Common Rule.  The definition for prisoners requires reference to physical or psychological harm, as opposed to harm or discomfort, to risks normally encountered in the daily lives, or routine medical, dental, or psychological examination of a healthy person.  As used in this policy, “minimal risk” is defined as 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 examinations of healthy persons. 

	1.
	Is the research supported or conducted by HHS?

 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If “Yes,” two actions must occur:

 FORMCHECKBOX 
  The institution engaged in the research must certify to the Secretary (through OHRP) that the IRB has made the findings required under 45 CFR 46.305(a); and

 FORMCHECKBOX 
  The institution must indicate which of the four categories of permissible research involving prisoners in 45 CFR 46.306(a)(2) is applicable to the proposed research.



	2.
	Please indicate the category that best represents the research.

 FORMCHECKBOX 
  A 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; or 

 FORMCHECKBOX 
  A 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 participants; or 

 FORMCHECKBOX 
  Research on conditions particularly affecting prisoners as a class (e.g., 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 addictions, and sexual assaults); or

 FORMCHECKBOX 
  Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the participant.



	3.
	Indicate if there are 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, that may be 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. 



	4. 
	Explain the risks involved in the research for the prisoner population.

Are these risks commensurate with risks that would be accepted by non-prisoner volunteers?
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No



	5.
	Explain how prisoner participants are selected.



	6.
	Is the selection of subjects in this research fair to all prisoners and immune form arbitrary intervention by prison authorities or prisoners?

 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No



	7.
	Is the information presented in language which is understandable to the participant population?

 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No



	8.
	What assurances have been made to assure that parole boards will not take into account 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?



	9.


	Is there need for follow-up examination or care of participants after the end of their participation? 

 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No

If “Yes,” what provisions have been made for such examination or care, taking into account the varying lengths of individual prisoner’s sentences, and for informing participants of this fact?




Recommendation: 

 FORMCHECKBOX 
  Approve, all criteria have been met for this prisoner population

 FORMCHECKBOX 
  Approve pending modifications, all criteria have been met for this prisoner population

 FORMCHECKBOX 
  Approve, for non-prisoner participants only

 FORMCHECKBOX 
  Approve pending a determination from the Secretary (through OHRP) that the proposed research falls within the categories of research permissible under 45 CFR 46.306(a)(2)

 FORMCHECKBOX 
  Defer

_________________________________________________________
____________________________________
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