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DESCRIPTION:   

Prisoners are a Special Population for whom there are additional requirements in the Dept of Health & Human Services regulations and in several state laws.  The questions below are directly from 45 CFR §46 Subpart C.

One special requirement is review by a member who is a “prisoner representative.”  Your study will be scheduled as quickly as possible.

“PRISONER”  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; or
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. 

OHRP does not interpret this section to include subjects living in the community and receiving court mandated drug treatment.

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.
Send completed package to submit@eandireview.com.
	A.
Investigator & Study

	Name 
	     

	Company
	     

	Project Title
	     

	E&I Assigned Number
	(five digit)      

	Which regulations are to be applied?

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	Common Rule – Funded by federal grant/contract

Common Rule – The performance site has a FWA and “checked the box”

Food and Drug Administration (FDA)
DOJ    FORMCHECKBOX 
 National Institute of Justice  (Complete Appendix A)

     FORMCHECKBOX 
 Bureau of Prisons  (Complete Appendix B)
Department of Education

Other :       

	States
	Name each state in which prisoners will be involved:       

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Have you applied for or received a Certificate of Confidentiality?  If yes, submit the information.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Is this study not greater than minimal risk?  The comparison is to normal, healthy, non-incarcerated persons.

Minimal risk” 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 examination of healthy persons.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Is this study DHHS funded and does it target prisoner?  


If yes, a certification must be sent to OHRP.  It can come from your institution or our IRB.    


Who will be responsible for certification?  (E&I prefers the institution to send it but can do it if requested.)  The IRB information needed will be on the IRB approval.

 FORMCHECKBOX 
 We, at our institution will send the certification.

    
 Who, by title, will be responsible?       
 FORMCHECKBOX 
 We prefer that E&I send the certification.


	B.
Test 1 

	When an enrolled subject became incarcerated, it is an unanticipated problem but it may not involve risk to the subject.  To see if the Prisoner regulations must be used, apply Test 1.

· If there are three “True” answers– there are no further requirements and nothing further is required.  

· If there is one “False” answer  – continue to Test 2.

	1
	 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False
	 FORMCHECKBOX 

The study is not conducted, funded, or otherwise subject to DHHS or DOD  (If false – it is under DHHS/DOD, Section D must be completed)
	     

	2
	 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False
	One of the following is true: (Check each box that is true)
 FORMCHECKBOX 

The subject will be at increased risk of harm if withdrawn from the research

 FORMCHECKBOX 

The research presents no more than “minimal risk” and no more than inconvenience to the prisoner-subject
	     

	3
	 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False
	 FORMCHECKBOX 

One subject is involved. That subject was not incarcerated at the time of enrollment. Incarceration of current or future subjects is not anticipated.
	     

	4
	If 3 “True” responses 
	Nothing further is required.  Sign here, submit to E&I, and file in your records

Sign _________________________________    Date _______


	C.
Test 2 – Research Intending to Involve Prisoners as Subjects 

	· All items in the left most columns must be “Yes”.  

· If there is any “No” response skip to Section D.

	
	
	
	Cite where the relevant information is found in your application

	1
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The research under review must represents one of the following categories of research: (Check all boxes that are true)
 FORMCHECKBOX 

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. 

 FORMCHECKBOX 

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. 

 FORMCHECKBOX 

Research on conditions particularly affecting prisoners as a class (for example, 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)

 FORMCHECKBOX 
  Reporting requirement in Section D.2.must be met.
 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 where one of the following is true: (Check box that is true)
 FORMCHECKBOX 

All groups may benefit from the research. 

 FORMCHECKBOX 

Prisoners are assigned to control groups which may not benefit from the research.   

 FORMCHECKBOX 
  Reporting requirement in Section D.2. must be met.
 FORMCHECKBOX 

Epidemiologic studies in which the sole purpose is to describe the prevalence or incidence of a disease by identifying all cases or to study potential risk factor associations for a disease, the research presents no more than minimal risk and no more than inconvenience to the prisoner-subjects, and prisoners are not a particular focus of the research. 
	     

	2
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Ability to Consent:  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 prison is impaired. 
	     

	3
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The risks involved in the research are commensurate with risks that would be accepted by non-prisoner volunteers. 
	     

	4
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	 FORMCHECKBOX 

Procedures for the selection of subjects within the prison are fair to all prisoners and 

 FORMCHECKBOX 

Procedures for selection are immune from arbitrary intervention by prison authorities or prisoners 

And either

 FORMCHECKBOX 

Control subjects must be selected randomly from the group of available prisoners who meet the characteristics needed for that particular research project OR 

 FORMCHECKBOX 

The application includes justification in writing for following some other procedures
	     

	5
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Adequate assurance exists that parole boards will not take into account a prisoner’s participation in the research in making decisions regarding parole
	     

	6
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	 FORMCHECKBOX 

There is no need for care or attention following participation
             or

 FORMCHECKBOX 

There may be a need for follow-up examination or care of subjects after the end of their participation, and 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 
	     

	7
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The consent form (in addition to the basic and possible additional requirements):

 FORMCHECKBOX 

Advises that participation will have no effect on his or her parole

 FORMCHECKBOX 

Is in language understandable to the subject population

 FORMCHECKBOX 

Follow up care is not required or is mentioned on the document
	     

	8.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Do you, as the principal investigator, assume responsibilities for the actions of your subordinates as required by the Department of Justice?
	     


	D.
Test 3 – Requirements

	· The activities did not meet at least one of the above elements. The activities did not meet either Test 1 or Test 2.
· All items in the left most columns must be “Yes”.  

· The decision of the Secretary must be documented.

	1
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, continue
	To check yes, one of these must be checked.

 FORMCHECKBOX 

This study is funded by DHHS or

 FORMCHECKBOX 

The study is within an institution with a FederalWide Assurance and Boxes 4a and 4b were checked. 

   
Boxes 4a and 4b on the FWA application were checked.  (These checks would assure that the Common Rule and/or the subparts will be applied within your institution regardless of source of funding.)
 FORMCHECKBOX 

There was an instruction, complete D.2. 

	2
	If yes was check for D.1. certification to comply with one of the two options below must be attached.

 FORMCHECKBOX 

If the research is DHHS-regulated, the research may proceed only after OHRP has reviewed and approved the research. 

 FORMCHECKBOX 

If the research is conducted or funded by the Department of Defense (DOD), the research may proceed only after the Director, Defense Research and Engineering has reviewed and approved the research.


	Signatures
	Principal Investigator
	Person who prepared the form, if different

	Signature
	
	

	Printed name
	     
	     

	Title
	     
	     

	Date
	     
	     


	Prisoner Form 25C, Appendix A

Studies Funded By the National Institute of Justice


	Name 
	     

	Company
	     

	Project Title
	     

	E&I Assigned Number
	(five digit)      


	· Researchers must initiate communication with their NIJ Program Officer prior to submitting for IRB approval. 

· Researchers must ensure that all NIJ requirements are met prior to IRB approval.

	A “yes” response means you agree and have or will comply prior to approval.

	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


	PRIVACY CERTIFICATE:  All NIJ funded studies are required to have a privacy certificate approved by the NIH human subjects privacy officer. 

	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


	CHILD ABUSE REPORTING:  Under this privacy certificate, Researchers and Research Staff do not have to report child abuse unless the participant signs a consent document specifically allowing child abuse reporting.

	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


	EMPLOYEE CONFIDENTIALITY:  All Researchers and Research Staff are required to sign employee confidentiality statements, which are maintained by the responsible Researcher.

	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


	CONFIDENTIALITY STATEMENT IN THE CONSENT DOCUMENT:  The statement must include that confidentiality can be broken if the participant reports immediate harm to others.

	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


	DEIDENTIFIED DATA SENT TO ARCHIVE:  A copy of all data must be de-identified and sent to the National Archive of Criminal Justice Data, including copies of the [template] informed consent document, data collection instruments, surveys or other relevant research materials.


	Signatures
	Principal Investigator

	Signature
	

	Printed name
	     

	Title
	     

	Date
	     


	Prisoner Form Appendix B

Working Within the Bureau of Prisons


	Name 
	25C




	Company
	     

	Project Title
	     

	E&I Assigned Number
	(five digit)      


	· The Department of Justice basic requirements are found at 28 CFR 46 and are reflected in C, above.

· The DOJ Bureau of Prisons has more requirements at 28 CFR 512.

· The IRB must be assured that the researcher has met Bureau of Prison requirements.

· You MUST allow additional time for these submissions.

	A.  Which Federal Prisons will be involved in this study?

	
	Name

	Primary contact person
	Contact Phone/email

	1
	     
	     
	     

	2
	     
	     
	     

	3
	     
	     
	     

	4
	     
	     
	     


	B.  Section 512.11(a)  and 512.12 requires all of the following be satisfied.  

	Yes 
No

Agree
Refuse

True    N/A 
False
	

	1
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 
 
	I have academic preparation or experience in the area of study of the proposed research.

	
	
	STUDY DESIGN

	2
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 
 


	The project does not involve medical experimentation, cosmetic research, or pharmaceutical testing.



	3
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 
 


	The project has an adequate research design.

This project contributes to the advancement of knowledge about corrections.

	4
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 
 


	The project minimizes risk to subjects.

Risks to subjects are reasonable in relation to anticipated benefits. 

	5
	A1      
A2      
A3      
A4      
A5      
A6      
A7      
A8      
A9      
	Provide a page number or section number for each of the following elements required in 512.12

a) 
A summary statement which includes:

1) 
Name(s) and current affiliation(s) of the researcher(s);

2) 
Title of the study;

3) 
Purpose of the project;

4) 
Location of the project;

5) 
Methods to be employed;

6) 
Anticipated results;

7) 
Duration of the study;

8) 
Number of subjects (staff/inmates) required and amount of time required from each; and

9) 
Indication of risk or discomfort involved as a result of participation.

	
	B1      
B2      
B3      
B4      
B5      
B6      
B7      
B8      
B9      
	b) A comprehensive statement which includes:

1) 
Review of related literature;

2) 
Detailed description of the research method;

3) 
Significance of anticipated results and their contribution to the advancement of knowledge;

4) 
Specific resources required from the Bureau;

5) 
Description of all possible risks, discomforts, and benefits to individual subjects or a class of subjects, and a discussion of the likelihood that the risks and discomforts will actually occur;

6) 
Description of steps taken to minimize any risks described in (b)(5) of this section.

7) 
Description of physical and/or administrative procedures to be followed to:

i) 
Ensure the security of any individually identifiable data that are being collected for the project, and

ii) 
Destroy research records or remove individual identifiers from those records when the research has been completed.

8) 
Description of any anticipated effects of the research project on institutional programs and operations; and

9) 
Relevant research materials such as vitae, endorsements, sample informed consent statements, questionnaires, and interview schedules.

	
	
	EQUITABLE SELECTION OF SUBJECTS

	6
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 
 
	The selection of subjects within any one institution is equitable. 

	7
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 
 


	Incentives will not be offered to help persuade inmate subjects to participate. However, soft drinks and snacks to be consumed at the test setting may be offered.
Reasonable accommodations such as nominal monetary recompense for time and effort may be offered to non-confined research subjects who are both: 

i)      No longer in Bureau of Prisons custody, and

ii) 
Participating in authorized research being conducted by Bureau employees or contractors.

	
	
	INFORMED CONSENT

	8
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 
 
	Informed consent will be sought and documented unless waived by the IRB.

	9
	a      
b      
c      
d      
e      
	Required elements that may be in addition to the Common Rule elements of consent are included

a.
Identification of the research

b.
Anticipated uses of the results of the research

c.
A statement that if the subject refuses or withdraws without penalty it includes that he or she will be returned to regular assignment or activity by staff as soon as practicable

d.
A statement regarding confidentiality saying that there are exceptions required for federal or state law.  For example, 

· confidentiality cannot be guaranteed when the participant indicates an intent to commit future criminal conduct or harm himself or herself or someone else or

· if the participant is an inmate, indicates intent to leave the facility without authorization.

e.
A statement that participation will have no effect on release date or parole eligibility

	
	
	CONFIDENTIALITY

	10
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	Except as noted in specific information in the consent statement to the subject, no research information which identifies a subject may be provided to any person without that subject's prior written consent to release the information. For example, research information identifiable to a particular individual cannot be admitted as evidence or used for any purpose in any action, suit or other judicial, administrative, or legislative proceeding without the written consent of the individual to whom the data pertains.

	11
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	Except for computerized data records maintained at an official Department of Justice site, records which contain nondisclosable information directly traceable to a specific person may not be stored in, or introduced into, an electronic retrieval system.

	12
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	A non-employee of the Bureau may receive records in a form not individually identifiable when 


advance adequate written assurance that the record will be used solely as a statistical research or reporting record is provided to the agency.

	13
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	If the Researcher is conducting a study of special interest to the Office of Research and Evaluation (ORE) but the study is not a joint project involving ORE, the researcher may be asked to provide ORE with the computerized research data, not identifiable to individual participants, accompanied by detailed documentation.  These arrangements must be negotiated prior to the beginning of the data collection phase of the project.

	
	
	ORGANIZATIONAL REQUIREMENTS

	14
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	The research design has been found to be compatible with both the operation of prison facilities and protection of human subjects. I agree to observe the rules of the institution or office in which the research is conducted.

	15
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	I assume responsibility for actions of any person engaged to participate in the research project as an associate, assistant, or subcontractor on my project.

	16
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	Any researcher who is a non-employee of the Bureau must sign a statement in which the researcher agrees to adhere to the provisions of 28 CFR 512.

	17
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	This research proposal will be reviewed by and have approval from both the IRB and the Bureau Research Review Board prior to initiation.

	
	
	REPORTING REQUIREMENTS

	18
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	At least once a year, the Research shall provident the Chief, ORE, with a report on the progress of the research.

	19
	
	I agree to submit planned methodological changes in a research project to the IRB for approval, and may be required to revise study procedures in accordance with the new methodology.

	20
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	At least 12 working days before any report of findings is to be released, the Researcher shall distribute one copy of the report and an abstract of the report to each of the following:  the chairperson of the Bureau Research Review Board, the regional director, the warden at each institution that provided data or assistance and this IRB.

	21
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	In any publication of results the Researcher shall acknowledge the Bureau’s participation.

	22
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	The Researcher shall expressly disclaim approval or endorsement of the published material as an expression of the policies or views of the Bureau.

	23
	 FORMCHECKBOX 
    FORMCHECKBOX 

  FORMCHECKBOX 

	Prior to submitting the publication, the results of a research project conducted under this subpart, the Researcher shall provide two copies of the material, for informational purposes only, to the Chief, ORE, Central Office, Bureau of Prisons.


	Signatures
	Principal Investigator/Researcher

	Signature
	

	Printed name
	     

	Title
	     

	Date
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