Vulnerable Populations Checklists- Prisoners

IRB-HSR Study #:      
A prisoner is an individual involuntarily confined in a penal institution, including persons (1) sentenced under a criminal or civil statute; (2) detained pending arraignment, trial, or sentencing; and (3) detained in other facilities (e.g. for drug detoxification or treatment of alcoholism) under statutes or commitment procedures providing such alternatives to criminal prosecution or incarceration in a penal institution [45 CFR 46.303(c)]

Common examples of the application of the regulatory definition of prisoner are as follows:

· Individuals who are detained in a residential facility for court-ordered substance abuse treatment as a form of sentencing or alternative to incarceration are prisoners; however, individuals who are receiving non-residential court-ordered substance abuse treatment and are residing in the community are not prisoners.

· Individuals with psychiatric illnesses who have been committed involuntarily to an institution as an alternative to a criminal prosecution or incarceration are prisoners; however, individuals who have been voluntarily admitted to an institution for treatment of a psychiatric illness, or who have been civilly committed to nonpenal institutions for treatment because their illness makes them a danger to themselves or others, are not prisoners.

· Parolees who are detained in a treatment center as a condition of parole are prisoners; however, persons living in the community and sentenced to community-supervised monitoring, including parolees, are not prisoners.

· Probationers and individuals wearing monitoring devices are generally not considered to be prisoners; however, situations of this kind frequently require an analysis of the particular circumstances of the planned subject population. Institutions may consult with OHRP when questions arise about research involving these populations.

	Prisoners

In order to protect this vulnerable population all questions must be checked yes.

These regulations apply whenever any human subject becomes a prisoner at any time during the study.

	IRB Membership
	
	REVIEWER COMMENTS

	A majority of the Board shall have no association with the prison involved.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	     

	At least one member of the board shall be a prisoner, or a prisoner representative with appropriate background and experience to serve in that capacity.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	     

	Additional duties of IRB-HSR where prisoners are involved:
	
	

	The IRB-HSR will have a prisoner representative present each time the protocol is reviewed (includes continuations/ modifications).
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	     

	Per 45CFR46.305 the IRB-HSR shall review the research and approve it only if it finds that 

· 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 weight the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired (i.e. advantages through participation, when compared to current situation, are not so great that they impair prisoner’s ability to weigh risks.)

· The risks involved in the research are commensurate with risks that would be accepted by non-prisoner volunteers (i.e. risks same as those would be accepted by non-prisoners).

· Procedures for the selection of subjects 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 subjects must be selected randomly from the group of available prisoners who meet the characteristics needed for that particular research project.  (i.e. Procedures for selection fair to all prisoners; immune from intervention by prison authorities; control subjects must be randomly selected.)

· The information is presented in language which is understandable to the subject population (i.e. language understandable to prisoners).

· 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. (i.e. Parole boards cannot take participation in to consideration when considering parole.  Prisoner informed participation will not impact parole.)

· Where the IRB-HSR 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 prisoner’s sentences, and for informing participants of this fact  (i.e. studies that need follow up, provision for follow up made including considering length of individual sentences; prisoner must be informed.)


	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	     


	Is the protocol funded by DHHS? If yes:  

The research under review represents one of the categories of research permissible under 45 CFR46.306 (a) (2): 
 (one of the following must be answered yes) 

i.  “Minimal Risk” and “no more than inconvenience to subjects AND is a study of causes, effects and process of incarceration and of criminal behavior.

 ii. “ Minimal Risk” and “no more than inconvenience” to subjects AND is a study of prisons as institutional structures or of prisoners as incarcerated persons. 

iii Research on conditions affecting prisoners as a class.  

 iv. Research with intent and probability to improve health or well–being of subject.  

 v.  research must have as its sole purpose (i) Research describing  the prevalence or incidence of a disease by identifying all cases, or (ii) to study potential risk factor associations for a disease.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO


	     


Send letter to DHHS if protocol is funded by DHHS .  
The following statements should be included in the letter:
· The IRB has been constituted according to 45CFR46.

· The IRB considered and made the required 7 findings set forth in 46.305
· The IRB finds that category       of 46.306 permits this research to go forward with prisoners as human subjects.
· the OHRP Federalwide Assurance (FWA) number;

· the IRB registration number for the designated IRB; and

· the date(s) of IRB meeting(s) in which the protocol was considered, including a brief chronology that encompasses: 

· the date of initial IRB review; and

· the date of subpart C review, if not done at the time of initial IRB review.

Include the following information with the letter.  

· the IRB-approved protocol; any relevant HHS grant application or proposal;

· any IRB application forms required by the IRB;

· and any other information requested or required by the IRB to be considered during initial IRB review.

STUDY CANNOT BE OPENED TO ENROLLMENT UNTIL THE IRB HAS RECEIVED A RESPONSE FROM OHRP.
For additional information see: http://answers.hhs.gov/ohrp/categories/1568




     
___________________________________________________

_______________________
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