INDIANA UNIVERSITY EAST INSTITUTIONAL REVIEW BOARD (IRB) REVIEW

REQUEST FORM FOR THE INCLUSION OF PRISONERS IN RESEARCH




Principal Investigator:       
IRB Study:       
Study Title:       
This form is to be completed for any research study targeting or enrolling prisoners (as referenced in the summary safeguard statement, section III).


State the necessity for involving prisoners in the research:       
When the IRB reviews a protocol in which a prisoner is a subject, the full convened IRB must make, seven findings under 45 CFR 46.305(a) to approve the inclusion of prisoners in the research.  Please respond to the following requirements including protocol-specific information justifying the finding as appropriate.

1. The research under review must represent one of the following categories of research permissible under 45 CFR 46.306(a)(2).  Identify the appropriate category:

 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 subjects [45 CFR 46.306(a)(2)(i)]; 

 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 the subjects [45 CFR 46.306(a)(2)(ii)]; 

 FORMCHECKBOX 

Research on conditions particularly affecting prisoners as a class (for examply, 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) provided that the study may proceed only after the Secretary (through OHRP) has consulted with appropriate experts including experts in penology, medicine, and ethics and published notice, in the Federal Register, of his intent to approve such research [45 CFR 46.306(a)(2)(iii)]; 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 subject.  In cases in which those studies require the assignment of prisoners in a manner consistent with protocols approved by the IRB to control groups which may not benefit from the research, the study may proceed only after the Secretary (through OHRP) has consulted with appropriate experts including experts in penology, medicine, and ethics and published notice, in the Federal Register, of his intent to approve such research [45 CFR 46.306(a)(2)(iv)].

* The definition of Minimal Risk (for Prisoners) is 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 (who are not prisoners). Note: This definition differs from the definition in 45 CFR 46, Subpart A used for reviews by an expedited procedure and the waiver and alteration of consent and consent document, and 45 CFR 46, Subpart D for approval of research involving children as participants.
2. 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 prisoner is impaired.  Please explain:
     
3. The risks involved in the research are commensurate with risks that would be accepted by non-prisoner volunteers.  Please explain:
     
4. 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 IRB 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.  Please explain:
     
5. The information is presented in language which is understandable to the subject population.  Please explain:
     
6. 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.  Please explain:
     
7. Where the IRB finds there may be a need for follow-up examination or care of subjects 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 subjects of this fact.  Please explain:
     


Please indicate if the research will be conducted within a:

 FORMCHECKBOX 

Federal Prison Facility

 FORMCHECKBOX 

Department of Corrections Facility

If Federal Prison Facility was checked above, the Bureau of Prisons (BOP) has the following additional requirements (please check if requirement has been met): 

 FORMCHECKBOX 

Read the Belmont Report.

 FORMCHECKBOX 

Read the BOP Program Statement of Research.

 FORMCHECKBOX 

Be familiar with Department of Justice regulations for protecting human subjects (28 CFR 46).

 FORMCHECKBOX 

Complete a Researcher Statement (one for each researcher listed in the proposal).

 FORMCHECKBOX 

Prepare a research proposal as described in the Program Statement (see additional instructions regarding informed consent).

 FORMCHECKBOX 

Submit the complete proposal and Researcher Statement(s) to the appropriate BOP office (for more information, see the process described in the Program Statement).

For additional information regarding research applications to the BOP, please click: Apply to Conduct Research In the Bureau of Prisons.
If Department of Corrections Facility was checked above, the Department of Corrections has the following additional requirements (please check if requirement has been met): 

NOTE:  Research with human subjects involving medical testing, chemical, experimental drugs, etc. is prohibited by the Department of Correction’s Health Care Services Directives.

 FORMCHECKBOX 

Submit a written request for access to offender or juvenile records for research purposes to the director of planning services.  The request should include: 1) the name of the agency or organization performing the research; 2) the names of the persons directly responsible for conducting the research; 3) a statement regarding the purpose of the research and how it will be performed; and 4) a description of what measures will be taken to assure the proper protection of classified information.

Where access to confidential records containing personal information is desired for research purposes, the following requirements must be satisfied:

 FORMCHECKBOX 

A written statement must be provided to the agency regarding the purpose of the research, including any intent to publish findings, the nature of the data sought, what personal information will be required, and what safeguards will be taken to protect the identity of the data.
 FORMCHECKBOX 

The researcher must execute an agreement, approved by the oversight committee on public records, with the agency, which incorporates such safeguards for protection of individual data subjects, defines the scope of the research project, and informs litigation by the data subject or subjects.
 FORMCHECKBOX 

The researcher agrees to pay all direct or indirect costs of the research.

 FORMCHECKBOX 

The agency maintains a copy of the agreement or contract for a period equivalent to the life of the record.
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