DOCUMENTATION OF IRB REVIEW AND APPROVAL: RESEARCH INVOLVING PRISONERS


IRB #______________________
Principal Investigator:___________________________

Protocol Title: _______________________________________________________________

The IRB (full-board) reviewed the above named research protocol, which involves the recruitment and/or study of prisoners, and determined that: (Note: the criteria listed below must be met and documented, with initials, in order for the IRB to grant approval of the conduct of this research study).  If a study utilizing prisoners as research participants is federally funded, the IRB must send a letter to the Office for Human Research Protections (OHRP) indicating it has approved a study that will include prisoners, the category the study fits into as well as how the study satisfies the six criteria noted under the regulations. A research study is not permitted to commence for DHHS supported research until written approval is received from OHRP on behalf of the DHHS Secretary under the provisions of 45 CFR 46.306(a)(2). 
1. 
The proposed research represents one of the following categories of permitted research involving prisoners.  (Initial the applicable category.)

___
a.
The research involves minimal risk. and no more than inconvenience to the subjects; and is a study of the possible causes, effects, and processes of incarceration, and of criminal behavior.

___
b.
The research involves minimal risk and no more than inconvenience to the subjects; and is a study of prisons as institutional structures or of prisoners as incarcerated persons.

___
c.
Research on conditions particularly affecting prisoners as a class (e.g., vaccine trials and other research on hepatitis which is more prevalent in prisons than elsewhere; and research on social and psychosocial problems such as alcoholism, drug addiction, and sexual assaults).

___
d.
Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the subject.  (Note: the research may involve a control group of prisoners, assigned in a standard manner [e.g., randomization], with prior approval of the Secretary, DHHS.)

___ 
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 magnitude that his/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.

Continued - IRB # 
PI: 

___
3. 
The risks involved in the research are commensurate with risks that would be accepted by nonprisoner volunteers.

___
4. 
The procedures for the selection of subjects within the prison are fair to all prisoners and immune from arbitrary intervention by prison authorities or prisoners.

[ ]
No control subjects involved.

[ ]
Control subjects will be selected randomly from the group of available prisoners who meet the eligibility criteria for the research study.

[ ]
The principal investigator has provided a justification in writing, and the Board has approved, an alternate, appropriate procedure for the selection of control subjects.
___
5. 
The information is presented in a language that is understandable to the proposed subject population.

___
6. 
Adequate assurance has been provided or exists that parole boards will not take into account a prisoner’s participation in the research in making parole decisions. 

[ ] 
The consent form for study participation clearly states that participation in the research will have no affect on the prisoner’s parole.

___
7.
Where the Board finds that 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 prisoners’ sentences, and for informing participants of this fact.

[ ] 
The Board determined that there is not a need for follow-up examination or care of the prisoner-subjects following their study participation.

[ ]
The Board determined that there is a need for follow-up examination or care of the prisoners-subjects following their study participation; and the standard wording of the Compensation for Injury section of the consent form has been modified (with University and UPMC HS legal counsel approval) to specify that both acute and long-term follow-up care will be provided to the prisoner-subjects.

Approved by Committee F: 5/16/08      

