	

	IRB Reviewer Form for
Research with Prisoners as Participants (Appendix E)
· Prisoner research cannot be exempt.  

· The Prisoner Rep for your committee must be/also be the reviewer for any initial, amendment and continuation research that involves prisoners (see policy; continuations that no longer have participants in treatment do not need to be reviewed by the prisoner rep)

	1. 
	Do any of the proposed participants meet the definition of a prisoner (see below)?
	 FORMCHECKBOX 

Yes 

 FORMCHECKBOX 

No
Comments:

     

	2. 
	Are any of the participants likely to be or become prisoners during the course of this study?
	 FORMCHECKBOX 

Yes 

 FORMCHECKBOX 

No


If NO to questions 1 & 2: STOP
        If YES, continue the review
Comments:
      

	
PRISONER:  Adult or minor who is involuntarily confined or detained in a penal institution (e.g., prison, jail, or juvenile offender facility), with restricted ability to leave the institution. The term is intended to encompass individuals sentenced to such an institute 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 indivuals detained pending arraignment, trial, or sentencing.


	

	Was the definition of “minimal risk” for research involving prisoners used (see below)?
	 FORMCHECKBOX 

Yes – see below
 FORMCHECKBOX 

No

Comments:
     

	
	If yes, the prisoner representative for this committee must agree that this is minimal risk.  If you are the prisoner rep, do you agree with this determination?
	 FORMCHECKBOX 

Not the Prisoner Representative—make sure that there is one assigned to this review.

 FORMCHECKBOX 

Yes 

 FORMCHECKBOX 

No

Comments:
     

	
	MINIMAL RISK Def in Prisoner Research:  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. Note: The regulatory definition of minimal risk for research involving prisoners differs from the definition of minimal risk for research involving participants who are not prisoners.

	3. 
	Permissible Categories of Research according to 45 CFR 46.306(a)(2).
	One of the following categories MUST be selected in order for this study to be approved to enroll prisoners.

 FORMCHECKBOX 

a) a study of the possible causes, effects, and processes of incarceration, and of criminal behavior, presenting no more than minimal risk and no more than inconvenience to the participants; 


Comments:

     
 FORMCHECKBOX 

b) a study of prisons as institutional structures or of prisoners as incarcerated persons, providing that the study presents no more than minimal risk and no more than inconvenience to the participants; 

Comments:

     
 FORMCHECKBOX 

c) a study of conditions, particularly affecting prisoners as a class (e.g., research on diseases that are much more prevalent in prisons than elsewhere, such as hepatitis; research on social and psychological problems, such as alcoholism, drug addiction, and sexual assaults).  Note: for research conducted or sponsored by DHHS, the study may proceed only after the DHHS Secretary has consulted with appropriate experts including experts in penology, medicine, and ethics, and published notice in the Federal Register of his/her intent to approve the research.  

Comments:

     
 FORMCHECKBOX 

d) a study of practices (both innovative and accepted) that have the intent and reasonable probability of improving the health or well-being of the participants. Note: In studies that require the assignment of prisoners in a manner consistent with protocols approved by the IRB to control groups that may not benefit from the research, for research conducted or sponsored by DHHS the study may proceed only after the DHHS Secretary has consulted with appropriate experts including experts in penology, medicine, and ethics, and published notice in the Federal Register of his/her intent to approve the research. 

Comments:

     
 FORMCHECKBOX 

e) an epidemiologic study (e.g., related to chronic diseases, injuries, or environmental health) that meets ALL of the following conditions:


 FORMCHECKBOX 

The research presents no more than minimal risk for prisoners-participants;


 FORMCHECKBOX 

Prisoners are not a particular focus of the research;


 FORMCHECKBOX 

The sole purpose of the research is either to describe the prevalence or incidence of a disease by identifying all cases or to study potential risk factor associations for a disease.

Comments:

     


	4. 
	Required Findings
	In order for the research to be approved according to 45 CFR 46.306(a) ALL of the following criteria must be met.

a) Does the research represent one of the permissible categories described above?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:


     
b) When compared to general living conditions, medical care, quality of food, amenities, and opportunity for earnings in prison, are any possible advantages resulting from study participation of such magnitude that the prisoner’s ability to weigh the risks of the research against the value of these advantages (in the limited choice environment of the prison) may be impaired?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


If YES, have additional steps been taken to avoid this potential undue influence?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:


     
c) Are procedures for the selection of participants within the prison fair to all prisoners and immune from arbitrary intervention by prison authorities or other prisoners?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:


     
d) Will control subjects be selected randomly from the group of available prisoners who meet the inclusion criteria for the research, or has justification been provided in writing for selection by other procedures (as applicable)?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:


     
e) Are the potential risks commensurate with risks that would be accepted by non-prisoner volunteers?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:


     
f) Is the information presented to potential participants in language that is understandable to the population?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:


     
g) Is there adequate assurance that parole boards will not take into account a prisoner’s research participation in making decisions regarding parole?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:


     
h) Will prisoners be clearly informed in advance that participation in the research will have no effect on parole?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:


     
i) Will follow-up exams or care be needed by subjects at the end of their participation?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO



If YES, has adequate provision been made for this examination/care, taking into account the varying lengths of individual prisoners’ sentences?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


If YES, have participants been informed of this possibility?


 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:


     


	5. 
	Is there a separate consent form for the enrollment of prisoners?
	 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO

Comments:

     


	6. 
	Is this research funded, supported, or conducted by DHHS?
	 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO



	7. 
	Is a letter of support from the penal institution attached?


	 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:

     


	8. 
	Does the letter indicate that the institution has a clear understanding of the research?
	 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:

     

	9. 
	Do you serve as the Prisoner Representative for this IRB Committee?
	
 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:

     


	10. 
	Do you agree that this protocol can be approved to enroll prisoners based on the information provided by the investigator, given subsequent prisoner sub-committee and administrative review, and OHRP certification and/or Secretarial Consultation, (if required)?
	 FORMCHECKBOX 
  YES           FORMCHECKBOX 
   NO


Comments:

     


	11. 

	12. 


IRB Review of Research with Prisioners:

Composition of Institutional Review Boards When Prisoners are Involved:

· A majority of the Board (exclusive of prisoner or prisoner representative IRB members) shall have no association with the prison involved, apart from their membership on the Board.

· At least one member of the  IRB shall be a prisoner or a prisoner representative with appropriate background and experience to serve in that capacity, except that when more than one IRB reviews a particular research project, only one IRB need satisfy this requirement. 
Review of “Greater Than Minimal Risk” Research Involving Prisoners:

For research reviewed by the convened IRB (research that is greater than minimal risk), involving prisoners:

· The prisoner representative must be a voting member of the IRB and can be an alternate.

· The prisoner representative must review any research involving prisoners 

· The prisoner representative must be present at the convened meeting when the research involving prisoners is reviewed. If the prisoner representative is not present, research involving prisoners cannot be reviewed or approved.

· The prisoner representative must present his/her review either orally or in writing at the convened meeting of the IRB when the research involving prisoners is reviewed.

· Minor modifications may be reviewed using the expedited procedure described below, using either of the two procedures described based on the type of modification.

· Substantial modifications reviewed by the convened IRB must use the same procedures for initial review including the responsibility of the prisoner representative.

· Continuing review of research involving prisoners must use the same procedures for initial review, including the responsibility of the prisoner representative.

Review of “Minimal Risk” Research Involving Prisoners:

For research reviewed by the expedited procedure (minimal risk) involving interaction with prisoners (including obtaining consent from prisoners):

· Research involving prisoners, involving interaction with prisoners (including obtaining consent from prisoners) may be reviewed by the expedited procedure if a determination is made that the research is minimal risk (see special definition) for the prison population being studied or included.

The prisoner representative must concur with the determination of minimal risk.

· The prisoner representative must review the research as a reviewer.  Review of modification and continuing review must use the same procedures for initial review using this expedited process, including the responsibility of the prisoner representative. If no one is enrolled, the prisoner representative does not need to review at the point of continuing review.


Review of research that does not involve interaction with prisoners:

For research reviewed by the expedited procedure that does not involve interaction with prisoners (e.g., existing data, record review):

· Research involving prisoners that does not involve interaction with prisoners may be reviewed by the expedited procedure, if a determination is made that the research is minimal risk for the prison population being studied or included. The Prisoner or Prisoner Representative must concur with the risk level.

· Review by the prisoner representative is not required for studies with no direct interactions with prisoners.

· Review of modification and continuing review must use the same procedures for initial review using this expedited process including the responsibility of the prisoner representative. 
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