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PRISONER-SUBJECT GUIDANCE

and SUBMISSION FORM ADDENDUM
Instructions to PI:

Complete the attached form if you propose to involve “prisoners” in your research  - defined by HHS regulations (45 CFR 46 Subpart C) as any individual involuntarily confined, detained, or incarcerated in a penal institution or other alternative facility (by virtue of statutes or commitment procedures) and individuals detained pending arraignment, trial, or sentencing.  
IRB approval of the inclusion of prisoners is REQUIRED and may be requested in the following two ways: 

(1) PROSPECTIVE APPROVAL:

At the time of initial review, the involvement of prisoners is clearly described in your IRB Application (population described for enrollment may meet the definition of prisoners, above, or may involve subjects who have a high likelihood of becoming incarcerated, or otherwise meeting the definition of prisoner, during the course of the study. For more information on Prospective Approval, see note (a) below.

-OR-

(2) AMENDED APPROVAL:

During the course of the IRB approved study, an enrolled research subject becomes incarcerated (or otherwise meets the definition of prisoner as noted above).  In this case, the principal investigator must request an Amended Approval to allow for the involvement of the prisoner(s) and the continuation of those subjects.  See note (b) below and see FLOWCHART on next page.

NOTES:

(a) PROSPECTIVE APPROVAL:  When submitting an IRB Application for involving prisoner subjects (or those likely to be detained) for prospective IRB review and approval, the PI must describe the prisoner-subject population planned for, including (i) the types of ‘involuntary confinement, detainment, or incarceration’, (ii) the names/types of ‘penal institutions or alternative facilities’ with which he or she has established a relationship, and (iii) if enrollment is planned through the facility versus the relationship with the facility established in anticipation of an enrolled subject becoming a prisoner (in the case of the later, it should be clear that prior experience with research subjects necessitates the inclusion of prisoner-subjects). REQUIRED FORM (see end of this guidance). 

(b) AMENDED APPROVAL:  When a specific research subject becomes incarcerated and the IRB has not previously approved the research to involve prisoners, all research interactions and interventions with, and obtaining identifiable private information about, the now-incarcerated prisoner-subject must cease immediately until the requirements of subpart C have been satisfied (unless it is determined to be in the best interest of the subject to continue).  The Principal Investigator MUST IMMEDIATELY (within 5 business days of becoming aware of the incarceration) notify the IRB of this event.  REQUIRED FORM (see end of this guidance) must be received by the IRB within 10 business days of having knowledge of incarceration.
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 VCU IRB PRISONER-SUBJECT FORM

CONSENT CONSIDERATIONS

PRISONER-SUBJECT POPULATION

What Type of Consent Should I Prepare?

When preparing for initial review of a research study that involves prisoner-subjects as a focus of the research, be sure to follow the guidance in the section titled Initial Informed Consent, below [see section A, below].

When preparing for initial review of a research study that MAY involve some prisoner-subjects (based upon prior experience with the population or other factors), you may either plan for incorporating information directed at prisoners in your consent form (that all research subjects will sign, regardless of prisoner status) or you may plan to use a consent addendum.  Please note that the consent ADDENDUM must be signed by the prisoner-subject IN ADDITION to the original consent [see section A, below].

When preparing for amending your study to allow for the continuation of a research subject who has become a prisoner, it is unlikely that previous review of the research and the consent document contemplated the constraints imposed by incarceration.  In this case, the addendum template can be used but must be signed by the prisoner-subject IN ADDITION to the original consent [see section B, below].
A.  Initial Informed Consent:

If you are submitting your initial IRB application for Prospective Approval to include prisoners as subjects (and this material is submitted at time of initial review), you must incorporate the following three items as additions to your informed consent document: Prisoners are those persons involuntarily detained, confined, or incarcerated – in accordance with 45 CFR 46 Part C.

1. CONFIDENTIALITY:   

a. Disclose prison facility and/or prison system (in the case of alternatives to incarceration) under the confidentiality section.  

b. Add the following text: “If you are or should become involuntarily detained, confined or incarcerated (in a jail, prison or alternative facility), you should be aware that confidentiality regarding your status as a prisoner cannot be guaranteed.”

2. VOLUNTARY PARTICIPATION AND WITHDRAWAL:

“If you are or should become involuntarily detained, confined or incarcerated (in a jail, prison, or alternative facility) during your participation in this study, you should be aware that your continuation will need to be reconsidered given your status as a prisoner.” 

3. PARTICIPATION DISCLOSURE:

Addition of disclosure:  “If you are or should become involuntarily detained, confined or incarcerated (in a jail, prison, or alternative facility), you should be aware that your participation in this research project will have no effect on consideration of sentencing, length of sentence, or parole.”

B.  Addendum To Initial Informed Consent:

If you are submitting an amendment to your IRB approved research, requesting approval to allow for the continuation of a research subject who has become incarcerated, you must use the following language as a template for developing an addendum to the original signed informed consent or you may revise a complete consent form and re-consent the subject as described above.
VCU Consent Addendum Template
PRISONER-SUBJECTS POPULATION

Study Title:

Principal Investigator:

VCU IRB #:

The following information applies to your continued participation in the above referenced research study given involuntarily detention, confinement or incarceration (in a jail, prison, or alternative facility) and is in addition to the information provided to you in your signed informed consent document:

CONFIDENTIALITY

Confidentiality of personal information about you – including your medical records and personal research data gathered in connection with this study – will be maintained in a manner consistent with federal and state laws and regulations.

You should know that research data or (medical information if applicable) about you may be reviewed or copied by the sponsor of the research or by Virginia Commonwealth University.  Personal information about you might be shared with or copied by authorized official s of the Federal Food and Drug Administration, the Department of Health and Human Services (if applicable), and the _____________________________ [insert name of facility where subject is involuntarily detained or name of correctional system in the case of involuntary detainment as an alternative to a prison setting].

In addition, you should be aware that confidentiality regarding your status as a prisoner cannot be guaranteed.

PARTICIPATION DISCLOSURE:

Your participation in this research project will have no effect on consideration of sentencing, length of sentence, or parole.

STUDY VISIT CHANGES:

In your original consent form we described all study visits occurring at ______________.  Based upon your status as a prisoner, study visits will now be conducted at __________________. [Outline any applicable changes to study visits such as changes in location, arrangements for transportation, or changes to the visit schedule – YOU MUST ENSURE THAT ALL CHANGES DESCRIBED HEREIN ARE APPROVED BY THE IRB AS PROTOCOL MODIFICATIONS].

CONSENT: 
I have been provided with an opportunity to read this addendum to consent carefully.  All of the questions that I wish to raise concerning this study have been answered.  

By signing this consent form, I have not waived any of the legal rights or benefits, to which I otherwise would be entitled.  My signature indicates that I freely consent to participate in this research study.

________________________________________________

Subject Name, printed

________________________________________________ ________________

Subject Signature 






Date

[INCLUDE LEGALLY AUTHORIZED REPRESENTATIVE LINES IF APPLICABLE] 
_______________________________________________ 

Name of Legally Authorized Representative  

(Printed)




_______________________________________________ ________________

Legally Authorized Representative Signature


Date

________________________________________________

Name of Person Conducting Informed Consent 

Discussion / Witness 1 
(Printed)

________________________________________________ ________________

Signature of Person Conducting Informed Consent


Date

Discussion / Witness 
________________________________________________ ________________

Investigator Signature (if different from above) 


Date 2
________________________________________________ ________________

Investigator Signature (if different from above) 


Date 

1 [A witness to the signature of a research participant is required by VA Code.  If the witness is to be someone other than the person conducting the informed consent discussion, include a line for the witness to print his/her name and lines for signature and date.] 

2 [Investigator’s signature date need not correspond to that of subject or witness.  The IRB is concerned that investigators be aware of who has been enrolled in studies, but recognizes that the logistics of obtaining consent may render it cumbersome to have the investigator sign the consent after the subject but on the same day.]
FREQUENTLY ASKED QUESTIONS

1. QUESTION:  What if I anticipated the need to include prisoner-subjects at initial review, but one of my currently enrolled subjects does not meet the description of types of incarceration or prison facilities that I provided to the IRB?

ANSWER:  You must treat this ‘unanticipated incarceration’ in the same way that you would if you had not anticipated the involvement of prisoner-subjects (see flowchart).  You must promptly report the incarceration to the IRB, justify the continuation of the subject where valid, and apply to the IRB for the inclusion of this prisoner-subject.

2. QUESTION:  The study coordinator called to check on one of our research subjects and was told by a family member that she is in jail.  She is due for a follow-up visit tomorrow.  What do we do?

ANSWER:  Report incarceration to the IRB immediately.  As the PI, if you believe that it is in the best interest of the prisoner-subject to continue in the research (benefits to the individual outweigh the additional risks due to incarceration), provide a written justification to the IRB with your report of incarceration.  Continue the subject in accordance with the protocol, if practicable.  NOTE:  If a protocol deviation is necessary (study visit is conducted at the prison facility, not the clinic site as described in the approved protocol), this must be reported to the IRB as a protocol deviation and the PI must assess risks.

3.  QUESTION:  What should I include in my written justification to the IRB to continue a prisoner subject?

ANSWER:  An appropriate justification should be written by the PI, including the date that he or she became aware of the incarceration.  The justification should also include documentation of the PI’s decision to continue the prisoner-subject, providing specific examples of benefits to the individual prisoner-subject.

4.  QUESTION:  A research subject, in for a scheduled study visit, has just informed me that he was held in jail overnight last weekend.  Do I need to report this to the IRB?

ANSWER:  Even if the subject is no longer incarcerated, you must report the situation to the IRB, ONLY IF research data was collected during the period of incarceration (including via take-home data collection tools such as subject study diaries, etc.).  If no research data was collected during the period of incarceration, the subject is not considered a prisoner-subject. Conversely, if data were collected, the incarceration must be reported to the VCU IRB (see flowchart). 

5. QUESTION:  I am doing epidemiological research (e.g., cancer/tumor registries).  Does 45 CFR 46 Subpart C apply to my research?

ANSWER:  Effective June 20, 2003, the secretary of HHS has waived the applicability of 45 CFR 46.305(a)(1) and 46.306(a)(2) for certain epidemiological research conducted or supported by DHHS.   The exception is limited and requires the IRB to address all of the original 7 findings (as outlined in the Prisoner-Subject Form, herein) EXCEPT the research does not need to fit into the four specific categories of research (offering some direct benefit to the subject) as was required by 45 CFR 46.305(a)(1) and therefore there is no need for the Secretary of DHHS to certify that the research meets one of those categories as was required by 45 CFR 46.306(a)(2).  

It remains necessary for epidemiological studies which involve prisoners to meet all other requirements of 45 CFR 46 Subpart C as described within this guidance, including the certification process if DHHS funding is involved.

On the VCU IRB Prisoner-Subject submission form, we have included epidemiological research as a category for selection. 

6. QUESTION:  A research subject has informed me that she is detained as an alternative to incarceration.  Do the prisoner-regulations still apply?  What about a court order, halfway house, or mental facility?

ANSWER:  OHRP does not automatically consider person under a court order to be “prisoners” under Subpart C.  Study participants on parole or probation are NOT considered to be prisoners under Subpart C.  Persons in post-release criminal justice halfway houses are presumptively NOT considered by OHRP to fit the Subpart C definition of prisoners.  

Persons in Alternative-To-Incarceration (ATI) situations may or may not fit the Subpart C definition of prisoner.  It is a very fact-specific inquiry and will depend of whether: (i) the detainment of confinement is voluntary or involuntary (in ATI, it is almost always involuntary), (ii) whether there is a “facility” involved (i.e., living in the community, with freedom of choice and residence would not fit the definition of “other facility”), (iii) the level of “detention” or “confinement” with consideration given to any locked door policy, freedom of residents to come and go, and restrictions or supervision of the privilege to come and go.

Regarding persons residing at mental health treatment facilities, the following persons would be considered “prisoners” under Subpart C, according to OHRP:  (i) those charged with a crime and detained for a fitness evaluation pending trial; (ii) those charged with a crime, found to be unfit for trial, and remanded to a mental institution for restoration of fitness; (iii) those convicted of a crime and detained for pre-sentencing examination; (iv) those charged with a crime, found to be not guilty by reason of insanity and committed to a mental institution for treatment; (v) those charged with crime, detained, and civilly committed to a mental institution after having criminal charges dismissed when such commitment is implemented as an alternative to criminal prosecution or incarceration in a penal institution; (vi) those previously detained per above, conditionally released, and re-detained at a mental institution for violation of the terms of a conditional release, or (vii) those transferred to a mental facility from a jail or prison system because of a major mental illness requiring hospital level care.  

The following individuals residing at mental health facilities would NOT be considered prisoners according to OHRP:  (i) those admitted for treatment voluntarily (are not detained or confined) or (ii) civilly committed for treatment because their illness makes them a danger to themselves or others, unless such commitment is an alternative to a criminal prosecution or incarceration in a penal institution.

7. QUESTION:  One of my research subjects was jailed over a month ago.  The IRB approved my study amendment for the prisoner-subject to continue the research, however, now the prisoner-subject has been transferred to a prison in Maryland.  Do I need to take any action?

ANSWER:  Yes.  Due to the new prison facility and type of incarceration, you must further amend your study (complete the VCU IRB Prisoner-Subject Form again) and consider any necessary changes to the protocol and consent form. The IRB will need to re-review your study in light of the new prison setting/type.

VCU IRB SUBMISSION FORM ADDENDUM
SPECIAL POPULATIONS:

PRISONERS

	PI Name and Department: ______________________________________________

Study Title:___________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

VCU IRB # (if assigned): ________________________________________________


Please Check Submission Type:

____ New Submission:  Include a copy of this completed form with each copy of your IRB Initial Review Submission Form.

____ Amendment:  Include a copy of this completed form with each copy of your proposed protocol and consent document as an attachment to the VCU Change in Research Submission Form.  Please note: It is unlikely that previous review of the research and the consent document contemplated the constraints imposed by incarceration.  Consent template language is included in the guidance material following this form.
Does this research, in any way, involve HHS funding?

___ Yes
___ No

Note: If the research is supported by HHS, VCU must certify to the Secretary of DHHS that the research has been reviewed and approved by the IRB and await response – this takes time and should be PLANNED FOR..  During the period awaiting OHRP approval, you may only continue the research involving a prisoner if the IRB authorizes the continuation..  The investigator will be notified of VCU IRB approval once VCU is notified that the Secretary of DHHS concurs with its decision. 
Seven specific additional findings are required to be made by the IRB in accordance with 45 CFR 46 Subpart C.  Please attach additional pages, answering the following questions (it is acceptable to reference applicable areas of the protocol as additional information, but do not refer only to the protocol):

1. Which study description matches your proposed research activity? (Check only one). 
(For categories i and ii, and epidemiological research, please note that the definition of minimal risk for prisoner research at 45 CFR 46.303(d) differs from the definition of minimal risk for other research:  “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.”

____ (i) 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; 

____ (ii) 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; 

____ (iii) 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) 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; or


____ (iv) 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.

____    Epidemiological Research - defined as ‘public health research that focuses on a particular condition or disease in order to (i) describe its prevalence or incidence by identifying all cases, including prisoner cases, or (ii) study potential risk factor associations, where the human subjects may include prisoners in the study population but not exclusively as a target group.[Fed. Reg. June 20, 2003], provided that the study presents no more than minimal risk and no more than inconvenience to the subjects.

2. Are there 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. Are the risks involved in the research commensurate with risks that would be accepted by non-prisoner volunteers?

4. Are the procedures for the selection of subjects within the prison fair to all prisoners and immune from arbitrary intervention by prison authorities or prisoners?  Note: Unless the PI provides a justification to the contrary, control subjects must be randomly selected from the group of available prisoners meeting the needed study characteristics.
5. Is the information (i.e., within consent documents) presented in a language that is understandable to the subject population?

6. Do adequate assurances exist 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?

7. As there may be a need for follow- up examination or care after the end of the study, are adequate provisions made for such care, taking into account the varying lengths of individual prisoners’ sentences and for informing participants of this fact?































REPORTING TIMELINES – (from knowledge of incarceration):


- Within 5 Business Days, IRB must receive written notice that a research subject has become incarcerated and justification if subject is continuing (ONLY if in their best interest).


- Within 10 Business Days, IRB must receive the complete submission for amendment to study to include prisoners (if subject and PI agree to continue the research).





DISAPPROVED –


PI will be informed of decision in writing and will be advised to discard any research data collected, to date, during the period of incarceration and to safely discontinue the subject.





CEASE DATA COLLECTION - Advise prisoner-subject on safe discontinuation of research.  Inform IRB of incarceration and decision to discontinue research (Notification must be received by IRB within 5 business days).  





Prepare written justification to the IRB.  Prisoner-subject may continue in the research pending IRB/Chairperson approval of justification. However, the subject must wish to continue, having first been advised of this pending action and additional risks given status as a prisoner. (Notification and Justification must be received by IRB within 5 business days – Amendment must be received by IRB within 10 business days – preparation of Amendment should begin now – FORM REQUIRED).   








YES





No:  Aadvci





Process begins when the study team becomes aware that a current research subject has become a ‘prisoner’.  IRB must be informed of incarceration if subject is continuing the research (within 5 business days).





DECISION:  Is continued study participation in the best interest of the research subject given the additional risks imposed by incarceration?





DHHS sponsor – IRB sends to OHRP for CERTIFICATION – PI will be informed in writing of OHRP decision.  If approved, VCU IRB approval letter will be sent to PI.  





END Notes:  You may now have two different approved versions of consent materials and documents to maintain.





Non-DHHS sponsor (no certification required) – approval process is complete.





APPROVED:


PI will be informed of decision in writing and will be advised that if DHHS sponsorship is involved, certification of the IRB decision is required by OHRP.  Approval letter is held pending certification approval by OHRP (below).





DISAPPROVED





Study Amendment prepared using Prisoner-Subject Form and submitted to IRB with revisions to protocol and consent.





NOTE:  During period of justification and pending amendment, ALL deviations from the previously approved Research protocol must be reported to the IRB.





Justification APPROVED -


PI will be informed of decision in writing and required to submit amendment to protocol and consent.  NOTE:  Amendment is to be received by the IRB within 10 business days of having knowledge of incarceration.





END
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